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cobas

cobas® PCR Media Uni Swab Sample Kit

For in vitro diagnostic use

cobas® PCR Media Uni Swab Sample Kit P/N:07958030190
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cobas”™ PCR Media Uni Swab Sample Kit

Intended use

The cobas* PCR Media Uni Swab Sample Kit is used to collect and transport human specimens. The cobas* PCR Media
serves as a nucleic acid stabilizing transport and storage medium for human specimens.

Note: This kit has been validated for use with the following tests:
e cobas*4800 CT/NG Test
e cobas*CT/NG for use on the cobas* 6800/8800 Systems
e cobas*TV/MG for use on the cobas* 6800/8800 Systems
e cobas* CdiffTest for use on the cobas* 4800 System

e cobas* Cdiff Test for use on the cobas* Liat* System

Refer to the assay-specific Instructions for Use for particular specimen claims.

07968612Q01-04EN
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cobas® PCR Media Uni Swab Sample Kit

Reagents and materials

cobas® PCR Media Uni Swab Sample Kit

All unopened kits shall be stored as recommended in Table 1

Table 1 cobas® PCR Media Uni Swab Sample Kit

cobas® PCR Media Uni Swab Sample Kit
Store at15-30*C
100 Packets (P/N 07958030190)

Packet Reagent ingredients Quantity per Safety symbol and warning*
components packet
cobas® PCR Media £ 40% Cw/w) Guanidine hydrochloride 1X4.3 ml

Tris-HCI buffer

Warning

H302: Hamiful if swallowed.

H315: Causes skin irritation.

H319: Causes serious " e irritation.

P264: Wash skin thoroughly after handling.

P270; Do not eat drink or smoke when using this
product

P280: Wear protective gloves/ eye protection/ face
protection.

P301 + P312 + P330: IFSWALLOWED: Call a POISON
CENTER or doctor/ physician ifyou feel unwell. Rinse
mouth.

P337 + P313: If eye irritation persists: Get medical
advice/ attention.

P501: Dispose of contents/ container to an approved
waste disposal plant

Swab Envelope lwoven swab [polyester bud) 1swab Not applicable

Troduct safety labeling primarily follows EU GHS guidance

07968612001-04EN
Doc Rev. 4.0

& 000 LHPMH (&7 INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU



cobas* PCR Media Uni Swab Sample Kit

Precautions and handling requirements

Warnings and precautions

cobas* PCR Media contains guanidine hydrochloride. Do not allow direct contact between guanidine hydrochloride
and sodium hypochlorite (bleach) or other highly reactive reagents such as acids and bases. These mixtures can release
anoxious gas.

Forin vitro diagnostic use only.

Carefully follow the instructions, as shown below.

Vaginal lubricants, speculum jellies, creams and gels containing carbomer(s) may interfere with the test and
should not be used during or prior to sample collection.

Urogenital specimens from patients who have used carbomer-containing products such as Replens™ Long-
Lasting Vaginal Moisturizer, RepHresh™ Odor Eliminating Vaginal Gel and RepHresh”** Clean Balance or used
Metronidazole Vaginal Gel may generate invalid or false negative results. Refer to the appropriate test’s
Instructions For Use for further details.

Avoid contact of the cobas* PCR Media with the skin, eyes or mucous membranes. If contact does occur,
immediately wash with large amounts ofwater.

If the collected specimen contains excess blood (specimen has a red or brown color), it should be discarded and
not used for testing.

Specimens should be handled as if infectious using safe laboratory procedures such as those outlined in Biosafety
in Microbiological and Biomedical Laboratories' and in the CLSI Document M29-A4.*

Safety Data Sheets (SDS) are available on request from your local Roche representative.

Reagent handling

Ifcobas* PCR Media is spilled, FIRST clean with a suitable laboratory deteigent and water, and then with 0.5% sodium
hypochlorite.

Dispose of unused reagents, waste and specimens in accordance with all applicable regulations.

Do not use akit after its expiration date.

Ensure that the cap is tightened when closing the cobas* PCR Media Tube.

Do not pre-wet swab in cobas* PCR Media before collection.

Good laboratory practice

Always follow Good Laboratory Practices/Good Clinical Practices (GLP/GCP).

W ear protective disposable gloves, coats, and eye protection when handling specimens and kit reagents. Wash hands
thoroughly after handling specimens and kit reagents.

07968612001-OAEN
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cobas® PCR Media Uni Swab Sample Kit

Specimen collection

Vaginal swab specimen collection - clinician collection

WARNING: DO NOT PRE-WET SWAB IN cobas® PCR MEDIA BEFORE COLLECTION!

The cobas* PCR Media Uni Swab Sample kit contains:

cobas* PCR Media Tube
Woven Swab: A

1. COLLECT: In one hand, hold the swab with the scoreline above your hand and
insert the swab about5 cm (2 inches) into the vaginal opening. Gently turn the
swab in a clockwise direction for about 30 seconds while rubbing the swab against
the walls of the vagina.

Withdraw the swab carefully. Do not let the swab touch any surface before placing
it into the collection tube.

079686120Q1-04EN
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2. ALIGN: Remove the cap from the
cobas” PCR Media Tube and lower the
swab specimen into the tube until the
visible scoreline on the swab is aliened
with the tube rim. The tio of the swab
should not be submerged into the
liquid prior to breaking the shaft

Specimen transport and storage

e Following specimen collection, transport and store the cobas* PCR Media Tube containing the collection swab at

2°C to 30°C.
e Consult the test-specific Instructions for Use for collected specimen stability claims.

e Transportation ofcollected specimens must comply with all applicable regulations for the transport of etiologjc agents.*

07968612001-04EN
Doc Rev. 4.0
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3. BREAK: Carefully
leverage the swab
against the tube
rim to break the
swab shaft at the
scoreline.

cobas® PCR Media Uni Swab Sample Kit

4. CLOSE: Tightly
re-cap the cobas”
PCR Media Tube.
The specimen is
now ready for
transport Discard
the top portion of
the swab.



cobas® PCR Media Uni Swab Sample Kit

Vaginal swab specimen collection - clinician instructed self-collection
WARNING: DO NOT PRE-WET SWAB IN cobas® PCR MEDIA BEFORE COLLECTION!

The cobas® PCR Media Uni Swab Sample kit contains:

cobas® PCR Media tube
Woven Swab: A

1. POSITION: in one hand, hold the swab with the scoretine
above your hand and with the other hand separate the folds
of skin around the vaginal opening (labia).

07968612001-04EN
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cobas® PCR Media Uni Swab Sample Kit

2. COLLECT: Insert the swab about 5cm (2 inches] into the 3. OPEN TUBE: While holding the
vaginal opening. Gently turn the swab in a clockwise swab in the same hand, remove
direction for about 30 seconds while rubbing the swab the cap from the tube as shown
against the wall of the vagina. Remove the swab above.
carefully.

Do NOT touch the swab to any surface before placing into
the collection tube.

4. ALIGN: Lower the swab into the tube 5. BREAK: Carefully lean the swab against the tube rim to
until the visible scoreline on the shaft break the swab shaft at the scoreline.

is lined up with the tube rim.
6. CLOSE: Tightly close the cobas® PCR Media Tube.

Return the sample toyour healthcare provider as
instructed. Discard the top portion of the swab.

Specimen transportand storage
e Following specimen collection, transport and store the cobas* PCR Media Tube containing the collection swab at

2°C to 30"C.
e Consult the test-specific Instructions for Use for collected specimen stability claims.
= Transportation ofcollected specimens must complywith all applicable regulations for the transport ofetiologic agents.’

0796861200T-04EN
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cobas® PCR Media Uni Swab Sample Kit

Meatal swab specimen collection - clinician or clinician instructed self collected
WARNING: DO NOT PRE-WET SWAB IN cobas* PCR MEDIA BEFORE COLLECTION!

The cobas® PCR Media Uni Swab Sample kit contains:

cobas* PCR Media tube
Woven Swab: A

1. COLLECT: To collect the specimen, hold the swab with the scoreline above your hand. Turn
the swab in a clockwise direction for about 30 seconds while rubbing the swab around the
tip of the penis.

Move away the swab carefully. Do not let the swab touch any surface before placing itinto
the collection tube.

07968612001-04EN
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cabas' PCR Media Uni Swab Sample Kit

3. BREAK: Carefully

cobas* PCR Media Tube and lower the leverage the swab cap the cobas* PCR

swab specimen into the tube until the against the tube rim Media Tube. The

visible scoreline on the swab is aligned to break the swab specimen is now

with the tube rim. shaft at the ready for transport
scoreline. Discard the top

portion of the swab.

Specimen transport and storage
e Following specimen collection, transport and store the cobas* PCR Media Tube containing the collection swab at

2®C to 30“C.
e Consult the test-specific Instructions for Use for collected specimen stability claims.
e Transportation ofcollected specimens must comply with all applicable regulations for the transport of etiologic “ents.’
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cobas™ PCR Media Uni Swab Sample Kit

Oropharyngeal (throat) swab specimen collection
WARNING: DO NOT PRE WET SWAB IN cobas® PCR MEDIA BEFORE COLLECTION!

The cobas* PCR Media Uni Swab Sample kit contains:

cobas* PCR Media Tube
Woven Swab: A

1. COLLECT:To collect the specimen, hold the swab with the scoreline above your hand and
insert the swab into the mouth and collect the specimen from the bilaterial posterior
pharynx, both tonsils and the uvula.

Withdraw the swab carefully. Do not let the swab touch any surface before placing it into
the collection tube.

07968612001-04EN
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2. ALIGN: Remove the cap from the
cobas* PCR Media Tube and lower the
swab specimen into the tube until the
visible scoreline on the swab is aligned
with the tube rim. The tip of the swab
should not be submerged into the
liquid prior to breaking the shaft

Specimen transport and storage

. BREAK: Carefully

leverage the swab
against the tube rim
to break the swab
shaft at the
scoreline.

cabas'™ PCR Media Uni Swab Sample K

4. CLOSE: Tightly
re-cap the cobas*
PCR Media Tube.
The specimen is
now ready for
transport Discard
the top portion of
the swab.

e Following specimen collection, transport and store the cobas* PCR Media Tube containing the collection swab at

2°C to 30°C.

e Consult the test-specific Instructions for Use for collected specimen stability claims.
e Transportation ofcollected specimens must comply with all applicable regulations for the transport o fetiologic agents.’
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cobas® PCR Media Uni Swab Sample Kit

Anorectal CrectaO swab specimen collection
WARNING: DO NOT PRE-WET SWAB IN cobas® PCR MEDIA BEFORE COLLECTION!

The cobas™’PCR Media Uni Swab Sample kit contains:

cobas*”PCR Media Tube
Woven Swab: A

1.COLLECT: To collect the specimen, hold the swab with the scoreline above your hand and
insert the swab about 3 to 5 cm Cl-2 inches] into the anal canal. Gently turn the swab in a
clockwise direction for about 5-10 seconds while running the swab against the walls of the
rectum. If the swab is grossly contaminated with feces, discard and repeat the collection.

Withdraw the swab carefully. Do not let the swab touch any surface before placing it into
the collection tube.

07968612001-0AEN
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cobas® PCR Media Uni Swab Sample Kit

References

1 Center for Disease Control and Prevention. Biosafety in Microbiological and Biomedical Laboratories, 5th ed. U.S.
Department of Health and Human Services, Public Health Service, Centers for Disease Control and Prevention,
National Institutes of Health HHS Publication No. (CDC) 21-1112, revised December 2009.

2. Clinical and Laboratory Standards Institute (CLSI). Protection of laboratory workers from occupationally acquired
infections. Approved Guideline-Fourth Edition. CLSI Document M29-A4:Wayne, PAjCLSI, 2014,

3. International Air Transport Association. Dangerous Goods Regulations, 52nd Edition. 2011.

Document revision
Document Revision Information

Doc Rev. 4.0 Added instructions to turn the swab in a clockwise direction when collecting a specimen.
12/2019
Added “clinician instructed" and removed "in a clinical setting” for self-collected.

Added vaginal lubricants, speculum jellies, creams and gels containing carbomer(s) have
been shown to cause interference and should not be used during or prior to sample
collection.

Updated the harmonized symbol page.

Please contact your local Roche Representative ifyou have any questions.
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cobas* PCR Media Uni Swab Sample Kit
MpunoxeHue 1 (Pasgen creumasibHO NpegHasHayeH A8 UHCTPYKLMK M0 NPUMEHEHUIO Ha PYCCKOM SA3bIKe.)

Cpok rogHocTuH
Hab6op cobas® PCR Media Uni Swab Sample Kit ctabuneH npu 15-30°C 40 OKOHYaHWUA YKa3aHHOro cpoka
rogHocTn (MakcumManbHo 24 Mecsaua Cc faTbl M3rOTOBAEHNA. [aTy U3TOTOB/IEHWNS CM. Ha YNaKOBKe).

Ha3HaueHwne

3T0T Habop 6biN BaNUMAUPOBAH 41 UCMONb30BAHWNA CO CAEAYIO W MMM TECTAMMU:

. cobas® SARS-CoV-2 gna ncnonb3oBaHus B cuctemax cobas® 6800/8800*

. cobas® SARS-CoV-2 & Influenza A/B agns ncnonb3oBaHuns B cuctemax cobas® 6800/8800*

*Cuctema cobas 8800 He 3aperucTpupoBaHa W He NnaHupyeTcsa Ang obpalleHUs Ha TeppuTopun PO,

MokasaHunsa

Hab6op cobas® PCR Media Uni Swab Sample Kit ucnonb3yetcsa gna cb6opa n TpaHCNOPTUPOBKM 06pasL, 0B
6uomatepuana yenoseka. Cpepa gnsa MLP cobas® PCR Media ctabunmsmpyet HYKNeWMHOBYK KWUCNOTY
o6pasua YenoBeKa nNpu TPaHCNOPTUPOBKE U XPAHEHUN.

JlpoTnBONOKa3aHus
Nle NpUMeEHNMO, MeNLIMHCKOE U3[enne NpeaHa3HauyeHo 415 NabopaToOPHOW AUATHOCTUKN.

Mob6bo4yHble fencTBUS
He npumeHUMO, MeANLMHCKOE N3AeNNe NpegHa3Ha4YeHo Ang NabopaToOpHON AMAarHOCTUKM.

TeopeTnyeckoe o60cHOBaHue. MpuHuMn paboTel

Habop Aand c6opa M TpaHCNOpPTMPOBKM o06pa3uoB OGuMOMaTepmana 4YenoBekKa CO CTabunusupyrouiem
HYKNEenHOBbIe KNUCNOTbI cpegoin (cobas® PCR Media), B BapuaHTax MCMOIHEHUA COCTOMT U3 MPOBMPOK U
TaMMNOHOB A4NA B3ATUA 6uomatepuana. NMpobupkn cogepxart cpeay, KoTopas cTabununsnpyetr HyYKNeMHOBYHO
KUCNOTY B3ATOro obpasLa YenoBeka Npu TPaHCNOPTUPOBKE N XPaHEHUN.

Bpay unu yenoBek caMOCTOATE/NIbHO MPOU3BOAUT B3ATUE 6BMOMaTepuana TaMNoOHOM, BXOAALWMM B Habop,
COrNacHO  WHCTPYKUWM NO NpPUMeHeHWO. TaMNoH ocTaeTca BHYTPpU npobupku. Tpobupka
TpaHcnopTMpyeTCa 40 MecTa TeCTUPOBaHUA.

O6pasubl, cobpaHHbie C NTpUMeHeHUeM Habopa cobas® PCR Media Uni Swab Sample Kit, cneayet oTKpbITb
M MOXHO 3arpys3uTb MPAMO Ha WTaTWBbLl ANnd o6pas3yoB B cucTtemax cobas® 6800/8800*. MNMepeHoC BO
BTOPUUYHY npobupky He Tpebyetca. Mpobupkun ¢ cpegoin ana MLP cobas® PCR Media ycTaHaB/ninBalwT B
wrtatme MPA 16 mm cBeTno-3eneHblin 7001-7050 (apTukyn 03143449001), m UX MOXHO MCNONb30BaTb
BMeCTe C TaMMNOHOM B npo6upke. O6pasLbl, CO6paHHble C MpUMeHeHMeM Habopa cobas® PCR Media Uni
Swab Sample Kit, cnegyet TecTupoBaTb C UCMNONb30BaHMEM onuun Bolbopa Tuna obpasya cobas® PCR
Media swab’B nonb3oBaTenbCkom MHTepteiice (Ul) cobas® SARS-CoV-. 2.

MpaBuNbHO B3ATbI Ma30K [JOJIXXEH COCTOATb M3 OAHOr0 TaMMNOHa C OT/IOM/IEHHbIM CTEPXHEM MO NUHUU
oTnoma. CTepXXHM TaMMnoHa, OTNIOM/EHHbIE BblilWe AUHUK OTAOMa, 6YAYT LNMHHee, yeM TpebyeTcsa, U Ux
MOXHO COTHYTb, YTOObI OHW MOMECTU/INCL B NPO6UPKY co cpepoii gnsa MLLP cobas® PCR Media. 9To MoXeT
noMewaTb CUCTEME [0O3MPOBAHWUA, YTO MOXET MPUBECTU K noTepe o6bpasua, owmnOKe Mpu MONYYEHUU
pe3ynbTaToB TecTa U/MNU MexaHWYecKOMYy NoBpeXxaeHuto npuobopa. Ecnm cTtepeHb TaMnoHa ¢ o6pasuom
OT/IOMaH HenpaBUNbHO, HEOOGXOAMMO M3BNeYb TaMMOH nepej 06paboTKoN ob6pasua B cuctemax cobas®
6800/8800*. Mpwu yTunmsayum TaMnoHOB C 06pa3y0M cneayeT co6/1H0gaTb OCTOPOXXHOCTb, HE AOMNYyCKanTe
3arpsa3HeHuns, nonagaHus 6pbli3r MAM KacaHWs TaMMNOHOB APYTMX MOBEPXHOCTEN BO BpeMA YTUAN3ALUN.
Moctynatowune npobupkn co cpepoii gna MUP cobas® PCR Media 6e3 TaMNOHOB WK C 4BYMS TaMMOHaMu,
OblNN B3ATbl C HAPYL EHWEM MHCTPYKLWA N0 NPUMEHEHMNIO COOTBETCTBYO LW ero Habopa gns cbopa 06pa3LoB
M He Nognexar TecTMpoBaHuio. MNpn Heo6Xo4MMOCTHN TeCTUpPOBaHMA obpasua, cofepXKal,ero 4sa TammnoHa B

07968612001-04RU
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cobas* PCR Media Uni Swab Sample Kit
MpunoxeHne 1 (Pasgen cneunanbHO npegHasHayveH 419 UHCTPYKLMW MO MPUMEHEHUIO HA PYCCKOM SA3bIKe.)

nepBMYHbK npobupkax ¢ MLLP cpepoii cobas® (cobas® PCR Media), B NOATOTOB/MEHHY BTOPUYHYH
Npo6UpPKY CO WTPUX-KOLOM cnegyeTt nepeHectun 0,6 mn.

MHorpga noctynatowme TaMnoHbl ¢ obpasuamu cofepxat M36bITOYHYIO CMU3b, KOTOpPas MOXET Bbl3BaTb
ownbKy f0o3MpoBaHUA (Hanpumep, CrycTokK UAW apyrue npenaTtcTBuA) B cucTtemax cobas® 6800/8800%*.
Mepe4 NOBTOPHbLIM TecTUpoBaHMeM 006paslLoB, B KOTOPbIX MNPUCYTCTBOBasW CryCTKW BO BpeMs
nepsoHavyanbHol 06paboTku, cnegyet W3BNeYb U BbIOPOCUTL TaMMOH, 3aTeM MNOBTOPHO 3aKpbiTb WU
BCTPAXHYTb 3TW 06pasybl B TedyeHne 30 ceKyHf, 4T0Obl paccedaTb U3BbITOYHYIO CNU3b.

TamnoHbl ¢ 06pasyoOM MOXHO TecTMpoBaTb MO fABa pasa B cucrtemax cobas® 6800/8800, noka TamMnoH
Haxogutcsa B npobupke. Mpn HEOH6XOAMMOCTU NPOBELEHUA [ONOMNHUTENLHOTO TeCcTa UKW eC/in NePBbIA TecT
He NpoiaeH M3-3a OWNOKWM fo3mpoBaHUs obpasua (Hanpumep, M3-3a CrycTka UAM LPYroro npenatcTeums),
Heo6X04MMO M3BNEYb TAMMNOH, a 06beM OCTaBLIElCs XXUAKOCTN JOMIXKEH COCTaBNATb He meHee 1,0 mn.

*Cuctema cobas 8800 He 3aperucTpupoBaHa U He nNaaHUpyeTcs ANA o6palleHnsd Ha TeppuTopumn P&,

MpuHuyunn pa6oTbl c Habop gna cbopa n TpaHCNOPTUPOBKKU 06pas3yoB.
Uunxe npeacTaBneHa cxema paboThl:

KoMnnekKT nocTaBKM

Ha6op npobupok cobas® PCR Media co ctabunusunpytouieii HyKNemMHOBbIe KMCNOTbI Cpefoi ans cbopa u
TpaHCNOPTMPOBKM 06pa3LoB GuomaTepuana YenoBeka, BapuaHT ucnosiHeHus cobas® PCR Media Uni Swab
Sample Kit

Cocras:

1 Mpo6upka co cpepoin gna MLP cobas® PCR Media Tube, He 6onee 100 wt/yn.

2. TKaHeBbll TaMMOH, He 6onee 100 wT./yn.

pH, nnoTHOCTHL
pH 7,3-7,7 npn 22 °C
MnoTtHocTb 1,097 £10% r/cm3

Cbop v NOATOTOBKA MaTepuana NS UccnefoBaHus
B3saTne o6pa3y0B Ma3koB M3 Hoca (M3 HO3A4pEN) BpayoMm

07968612001-04RU
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cobas* PCR Media Uni Swab Sample Kit

Mpunoxexune 1 (Pasgen cneunansHo NpegHasHaueH A0S UHCTPYKUMM MO MPUMEHEHUIO HA PYCCKOM sI3bIKe.)

BHUMAHWE; HECMAUYMNBATb TAMMNOHbBI BCPELE cobas® PCR MEDIA NMEPE B3ATUEM
OBPA3LA!

Habop cobm™* PC” Media Uni Swab Kh
COLEPKMNT:

Mpo6bupKy co cpegoii cobm PCR Media
TraHeBLW Tamnaa: A

HECMAUWBAWTE TAMMOH B CPEJIE cobas* PCR MEDIA MEPEJ B3ATUEM OBPA3LIA!

1 B3ATVE OBPA3LIA' yaepkviBaiiTe TKaHEBbIVbIA TAMMOH (TaMMOH A) WM GUIOK-TaMMCXK (TaMmoH B] Tak, utobbl
OTMETKa HaX0AWach BbILLE BaLLIEi pyki. BeeyTe TaMMoH Ha 1-2 ¢V B OAHY 113 Ho3apei. MpoKpyTUTE TaMMoH no
C/M3UCTOIA 060/104Ke HOCa NPUMEPHO 3 CEKyHbI 1 M3BMetoTTe. MOBTOPWTL NpoLeaypy A4/19 /LTyroi Ho3apu, ncionib”
TOT € TaMIroH.

Crnepyte 3a Tem, UTOObI TAMMOH He Kacasicsl HUKaKOl NOBEPXHOCTU Nepes, MoMeLLiEHVIeM ero B NpobrpKy co cpeaoli
cobas PCR Media.

2. BbIPOBHATb: cHumute kpblky ¢~ 3. OTJIOMUTb: octopokHo 4. 3AKPbIMb: MnoTHO 3axpolite
npobupkn cobas™ PCR Media v Mpwkwmute TammoH K o6oaky NpoGupky cobas™ PCR Media.
OMyCTUTE TaMMOH C 06pasloM B MPOGMPKY M OT/IOMUTE CTEpXeHs — Ternepb 0bpasel rotos K
NPOGUPKY, MOKa /IMHWS HATaMrNoHe  TamroHa Mo JIMHAN OTMETKW. TpaHcropTvipoBKe. BbiopockTe
He 6ydeT HaxoAuTbCA Ha YpOBHE BEDXHIOH HacTb TaMIoHa.

KPOMKU MPOBUPKN.
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cobas* PCR Media Uni Swab Sample Kit

Mpunoxenne 1 (Pasgen cneuyasnbHO NpefHasHaueH 415 MHCTPYKLMAM MO MPUMEHEHMIO Ha PYCCKOM Si3bIKE.)

TpaHcnopTMpOBKAa U XpaHeHMe o6pas3LoB

e TpaHCcnoOpTMpPOBKA B3ATbIX 06pa3L0B LO/KHA BbIMOMNHATLCA B COOTBETCTBMU CO BCEMU MPUMEHUMBIM
npaBuiaMmyu TPAHCNOPTUPOBKM 3TUONOTNYECKNX areHTOB.

e TpaHCnoOpTUPOBKA WM XpaHeHMe 06pasL0B, B3ATbIX C UCMNONb30OBaHMeM cpefbl ans MLP cobas® PCR
Media, gOMKHa OCYLLEeCTBAATHCA CnegyoWwmMm o6pasom:

0 [Mocne B3aATUA 06pas3LoB ¢ ucnonb3oBaHueMm cpedbl cobas® MLUP cpegbl nam 0,9% ¢GM3NM0ON0OrNYecKoro
pacTtBopa obpa3eL JO/MDKEeH XpaHUTbLCSA Npu Temnepatype 2-8®C u nofgnexartb 06paboTke B TeyeHne 48
4acos.

e CrtabunbHOCTb 0O6pasua Npu MCNonb30BaHUN cucTembl cobas® SARS-CoV-2 He 6blna yCTaHOBEHa ANS
npegnonaraemMblXx TemMnepaTyp W BPEMEHMW, HO OCHOBAHa Ha JAaHHbIX O >KW3HECNOCOGHOCTM npwu
TecTupoBaHuy nofobHbIX BUpycoB B cuctemax UTM-RT unm UVT, Kak yKa3zaHO B UHCTPYKLMAX MO
ncnonb3oBaHuto cuctembl Copan UTM-RT 1 nokasaHo HuXe:

0 [lMocne oT6opa obpasel, LO/MKEH XPAHUTbLCA NpK Temnepatype 2-25°C n nognexaTtb 06paboTke B TeyeHUne
48 yacos.

0 Ecnn Bpems focTaBkn n 06paboTkn npeBbnnaeT 48 yacos, 06pa3lbl HEOOXOA4MMO TPAHCNOPTMPOBATL

B CYXOM /by U 3aMOpPO3UTb B labopatopun npun temnepartype -70 °C nnu HUXe.

Heo6xo,q|/|Mb|e MaTepmnanbl (He BXOAAT B KOMNNEKT I'IOCTaBKI/I)

. Cuctemoin aBTOMaTu3npoBaHHon cobas® 6800 and nNpoBefAeHWS aHanM3a HYKNEMHOBbIX KWUCAOT C MOMOLLbIO
nofMMepasHoi UenHoh peakuymnm (cobas® 6800), B BapuaHTax WCMNOMHEHWA: CTaUMOHAPHbIA, MOABWXKHbINM,
npoussogcTtea "Pow AunarHoctuke Mm6X", MepmaHud, perncrpaunoHHoe ygoctosepeHve Ne P3H 2019/8973 (panee
no Tekcty Cobas® 6800).

. PeareHTbl B KacceTe and o6HapyxeHus PHK SARS-CoV-2 metogom real-time PCR B ma3skax M3 Hoca,
HOCOTNOTKM M POTOFAIOTKM Ha CUMCTeMe aBTOMaTu3mpoBaHHON cobas® 6800 (cobas® SARS-CoV-2), BapuaHThl
ucrnonHeHnsa Ha 192, 480 TectoB, npousBofcTBa «Roche Molecular Systems, Inc.» («Pow Monekynsap Cucrteme
MHk.»), CLUA (panee no Tekcty 6800 (cobas® SARS- CoV-2).

. PeareHTbl B KacceTe ansi 06HapyxxeHusa PHK SARS-CoV-2, supyca rpunna A n/unu supyca rpunna B metogom
real-time PCR B Ma3Kax 13 HOCa 1 HOCOIIOTKM Ha CUCTEME aBTOMaTu3npoBaHHOI cobas® 6800 (cobas® SARS-CoV-
2 & Influenza A/B/SCoV2-FIuA/B), npoussoactea «Roche Molecular Systems, Inc.» («Pow Monekynap Cucteme
NHK.»), CLUA (panee no Tekcty cobas® SARS-CoV-2 & Influenza A/B).

MHpopMaums o MmaTepuanax U3roToBNeHMUS

Oobpasey, Martepuan Mponssogntens
Mpo6upka MonunponuneH ThermoFisher Scientific, Rochester,
NY, USA

KpblLiIKka NpOSMpKH MonunatunneH BbicOKoW nnoTtHocT  ThermoFisher Scientific, Rochester,
HWU3KOro faBneHus NY, USA
CTepXeHb -CMeCb MOANCTUPONOB
HP# 3022

TKaHeBbIA TAMMOH HakoHeYHUK - NonmagumpHoe

BO/IOKHO HP# 7022
Apnresns HP# 5004 PACURLLC, USA
CTepXXeHb - CMeCb NOMNCTUPOSIOB

dNoK-TaMMNOH HP# 3293

PACUR LLC, USA
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cobas* PCR Media Uni Swab Sample Kit
Mpunoxenve 1 (Pasgen crneunasibHO NpefHa3HaueH 419 UHCTPYKLMM MO MPUMEHEHMIO Ha PYCCKOM SA3bIKe.)

HakoHeuHuK: FK nonuactep
Apresms: AD FK-2
TEpMOMaBKOe MOKPbITUE;

VHAnBUAYyansLHas ynakoska YNA0THEHHas GymMara gns . .
TKaHeBOro TamnoHa/gnok- 3aneyaTblBaHWUs BEPXHEN YacTu TPI.D (Pho.emx Partnership Ltd,
United Kingdom)
TamMmnoHa (BEPXHSASA 4YacTb) YNaKOBKM
TPP-O033A
Cononunagump 7miHP#4113 PACUR LLC, USA

MHanBuayanbHaa ynakoska
TKaHeBOro TamnoHa/gnok-
TamMnoHa (HWXHAA 4acTb)

Copolyester 6763
PLP 200 HP# 4094

TEPMONNABKOE NOKPbLITUE;
YNA0THEHHas 6ymara Ans
3anevyaTblBaHUS BEPXHeN YyacTtu
YyNaKoBKM

TPP-OO33A
AtuneHsuHunauetat (EVA)/

™
YnakoBkKa TaMnoHa 1 SURLYN™/EVA The Dow Chemical Company, Ml,

CoakcTpyampoBaHHas rmbkas
NPO6GUPKUN (HMXKHAS YacTb) |('|neHKa :;)1; (ppopMOBaHMﬂ) USA

YnakoBka TaMnoHa u
NPoGUPKN (BEPXHAS YacTb)

TPP (Phoenix Partnership Ltd,
United Kingdom)

FogpupoBaHHbI KapToH (E-flute) Colbert Packaging Corporation, IL,
KapToHHast Kopo6ka /kpathTnaiiHep (TBepAblii 6eneHblin - USA

cynbar)
Y nakoBkKa

MapameTpbl Npo6upku cobas® PCR Media:
Mpobupka cobas® PCR Media npeacTtaBnsdeT cob60i Mpo3payHyd MNONMNPONUIEHOBYI MNpPo6UpPKY C
KPpYyrnbiM AHOM C 3aBMHYMBAIO L eNCA KPbILW KO XenToro useTa.

OnnHa (c KpblWKOR): He 60nee 105 mMm

OvameTp npobupku: 158+ .2 (Mm)

O6bem Npo6UPKK (MaKCMManbHas BMECTUMOCTb): He 6onee 13 Mn
O6bem cpefbl B npobupke He 6onee 4,3 mn

MaTtepuan: noAMNpPoONuUeH

MapameTpbl KpblLWKN:

OnvHa (Bcei KpblwKK), He 6onee 19,7 MM

LW npnHa (BCcel KpbiwkKn), He 6onee 19,7 MM

BbicoTa (BCeli KpblWKKN), He 6onee 14,6 MM

LiBeT: XenTblit

Matepuan: MoAM3aTUNEH BbICOKON NAOTHOCTU HU3KOTO faB/eHUA

Bce pasamepHble 4ONYCKN AN KPblWeK BbINOMHEHbI cornacHo ISO 2768-mk, 1ISO 8015 n DIN 16901-150.

TKaHeBbl 1 TAMNOH

MnacTUKOBbLIV CTEPXEHb C PUCKON M HAKOHEYHMKOM M3 MONMacTepa
OnunHa TamnoHa (BKato4Yas HakoHeYHuK): 150,8 - 153,97 (mm)

CTep>XeHb C PUCKOW Ha pacCTOSSHUK He 6onee 68,6 MM OT KOHLLa TaMNoOHa
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cobas* PCR Media Uni Swab Sample Kit

MpunoxeHne 1 (Pasgen cneuyasnbHO NpeaHasHaveH 415 UHCTPYKUMM N0 MPUMEHEHUIO HA PYCCIOM S3bIKE.)

OvameTp cTepxHa: 2,46 - 2,62 (MM)

OnuHa TamnoHa (HakoHe4yHuka): 16,43 -22,43 (MM)
OunameTtp TamnoHa: 4,95 - 6,53 (Mm)

MaTepuan CTEPXHS: NAacTUK

MaTepuan TaMnoHa: NoaNacTep

[TapameTpbl YyNnakKoBKW TaMMNOHOB:

Y nakoBka TaMMNOHOB, pa3Mepbl (4MHa X WMPUHaA X BbicoTa): He 60nee 200 MM X 30 MM X 8 MM

MaTtepuan NHANBMAYaNbHOW YNaKOBKWN TKAHEBOTO TaMMNOHa/GpoK-TaMnoHa (BEPXHAS YacTb): TepMOnaaBKoe
NOKpbITUE; YNNOTHEHHaA 6ymara AN 3aneyaTbiBaHWS BepXHeR yacTu ynakosku, TPP - OO33A

MaTepuan MHAMBWAYaNbHOI YNakKOBKU TKaHEBOro TaMnoHa/pnok-TamnoHa (HMXHAA yacTb): Cononunadup
7mi HP# 4113 Copolyester 6763, PLP 200 HP# 4094

MapameTpbl YNaKOBKW TaMNOHa C MPOGUPKOWA:

Pasmepbl (4NMHa X WMUPUHA X BbICcOTA): He 6onee 240 MM X 76 MM X 23 MM

MaTtepnan ynakoBKu TamMnoHa U NPo6UPKN (BEPXHASA YacTb): TEPMONJIABKOE NOKPbITUE; YNNOTHEHHASA
3ymara gns 3ane4vyaTbiBaHWA BEPXHEN YyacTu ynakoBku, TPP - OO33A

MaTepnan ynakoBkuM TaMnoHa M Npo6uMpKM (HUWXKHAS 4acTb): dTuneHsuHunauvetat (EVA) SURLYN™ /
EVA (CoakcTpyanmpoBaHHasa rnbkas nneHka gns OpmMoBaHmns

BTopnyHaga ynakoBka:

KapToHHaa Kopobka, pasmepbl (ANMHa X WMpUHa X BbicoTa): 347 MM £ 10 % x 275 mm = 10 % x 220 mmz=
10%

O6wmin Bec: 2051 r+ 10 %

Kopob6Ka: ¢ OTKUAHON KPblLW KO, CKNajblBaK W eecs HO, MPOTUBONbINEBbIE KNanaHbl, 3aMKU-NPOpPesn.
YnakoBKa usgenua o6ecneynBaeT LOCTAaTOUHYIO 3aWMUTY OT MEXAHUYECKNUX, KNMMATUUYECKUX BO3AeliCcTBU
npv ycnoBumn cob0LeHNsa NpaBua TPAHCMOPTUPOBKU.

M apknpoBka

OTUKETKU 1 NPIOLLECC MAPKUPOBKM COOTBETCTBYIOT TpeboBaHWAM, yCTaHaBnBaemMblM AupekTusoii 98/79/EC fns
MEeANLMHCKUX U34enunin in vitro guarHoctuky u ctaHgaptamu EN ISO 18113-1, EN ISO 15223-1.

B cootBetcTBUM ¢ AupekTusamu EC Roche Diagnostics ncnonb3yet criefytoLie CUMBO/bI U 3HAKN:
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cobas* PCR Media Uni Swab Sample Kit

Mpunoxenue 1 (Pasaen cneuyyanbHO NpeaHasHaueH Ans VHCTPYKLMM Mo MPUMEHEHMI0 Ha PYCCKOM Si3bIKe.)

KopoBble 0603HauveHus onacHocTen: H302, H315, H319
KopoBoe 0603HauYeHne mep NpeaocTopoXxHocTu: P264, P270, P280
KopoBble 0603HaYeHMs 0TBETHbIX Mep: P301 + P312 + P330, P337 + P313, P501

BokoBas rpaHb (1)

Ha3BaHue n afpec NnponM3BoAMTeNS

Ha3BaHuA 1 agpeca HEKOTOPbLIX AUCTPUOLIOTOPOB
Nlorotun npoussoaunTens

BokoBas rpaHb (2)

OdununanbHbIl NnpeacTaBuTens B EBponeiickom coobuiecTee
CE-mapkupoBKa

MecTo ans meTkn UDI (YHUKanbHbIA nageHTUduKatop ToBapa))

Ob6pasey MeTKM YHUKaANbHOTO MageHTUpMkKatopa tosapa
QR - Kopg

'nob6anbHblin HOMep ToBapa (GTIN)

.ioMep noTa

[laTta n3rotosfieHuns

Cpok rogHocTH

KaTanoXHblid HOMep

bokoBasa rpaHb (3)
Ha3HayeHue

MapknpoBKa ynakoBKM TaMnoHa n npobupku

HanmeHoBaHue

MegnynHCKOe n3genne gna UarHocTuKM in vitro

HecTepunbHsblii

He ncnonb3oBatb MOBTOPHO

TemnepaTypHbI fuana3oH

Copepxumoe

O6bem cpeabl B npobupke 4,3 Mn

O6o03HaueHue: NpegynpexpeHue

KopoBble 0603HauYeHunsa onacHocTen: H302, H315, H319

KopoBoe 0603HauYeHMe Mep NpeaocTopoXHocTu: P264, P270, P280

KopoBble 0603Ha4YyeHns 0TBETHbIX Mep: P301 + P312 + P330, P337 + P313, P501
KaTanoXHblii HOMep

BHuMaHuWe, CM. MHCTPYKLUIO NO NPUMEHEHMWIO , CCbI/IKA HA 3NEKTPOHHYIO UWHCTPYKLMWIO MO NPUMEHEHWIO
CE-mapkupoBKa

OduunanbHbll NpeacTaBuTens B EBponeiickom coobuecTtee

Ha3BaHue n afpec Npou3BoOAUTENSA

Howmep norta

Cpok rogHocTu

JloroTmn npounsBogunTens

MapKknpoBKa UHAWBUAYANbHOW YNaKOBKMW TaMNOHa
HanmeHoBaHMe

CTepunnsoBaHo C UCMOMb30BAHUEM 3TUNEHOKCH A
OTKpbITb 34€Chb
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cobes™ PCR Media Uni Swab Sample Kit

MpunoxeHne 1 (Pasgen cneumanbHO NpefHasHavyeH AN UHCTPYKUMW Mo NPUMEHEHMI0 Ha pycCMDM a3bike.)

He ncnonb3oBatb MOBTOPHO

KaTanoxHblii HOMep

CE-mapkupoBkKa

OduunanbHbili NnpescTaBuTens B EBponelickom coobuectse

HasBaHue n agpec Npou3BoaNTeNs

NoroTtnn nponssoguTens

Y Ka3aHue: npoussegeHo gna: Roche Molecular Systems, Inc. (Pow Monekynap Cucteme NHk.), CLUA

M apkupoBka npobupkm cobas® PCR Media
KaTanoXHblit HOMep

HanmeHoBaHue

O6bem cpefbl B npobupke 4,3 mn
MepuuuHckoe nsgenne ana LUarHoCTUKK in vitro
TemnepaTypHbIid AnanasoH

O603HauveHMe: npefynpexaeHune

Y poBeHb 06beEMA XNLKOTO Guomatepunana
ioMep nauneHTa

Jima nauneHTa

[aTta B3aTna matepuana

Homep nota

Cpok rogHocTH

NoroTnn nponssoanTens

M akeT MapKUPOBKM Ha PYCCKOM s3blKe

Hab6op ans cbopa 1 TpaHCNOPTUPOBKM 06pa3LoB GMomaTepmana YesioBeka Co CTabunnsnpyoLe
HYKNenHoBble KMUCNOTbl cpepoin (cobas® PCR Media), BapnaHT ucnonHeHuss cobas® PCR Media
Uni Swab Sample Kit, B cocTaBe:

1 Mpo6upka co cpepoit ans MLUP cobas® PCR Media Tube, He 601ee 100 wT/yn.
2. TKaHeBblli TaMNOH, He 6on1ee 100 wr./yn.
PerncrpaunoHHoe ygoctoBepeHme No oT

CpOK rogHoOCTU CM. Ha ynakoBke

TemMnepatypa XpaHeH/s CM. Ha ynakoBKe

Homep nota cMm. Ha ynakoBke

Mpounssoantens«Kocbe Molecular Systems, Inc.», 1080 LIS Highway 202 South, Branchburg, NJ,
08876, USA (CLLA)

WN3penune npefHa3HavyeHo TOMIbKO ANA AMArHOCTUKM in vitro.

YNO/IHOMOYEHHbI NpeAcTaBUTENb NPON3BOANTENS Ha TeppuTopun P®: O6LWECTBO C OrpaHUYeHHo
OTBETCTBEHHOCTbIO «Pow JuarHoctuka Pyc» (OO0 «Pow AnarHoctuka Pyc»), agpec: 107031, Mocksa,
Tpy6Has nnowaap, 4.2. Ten: +7 495 229-69-99, duakc: +7 495 229-62-64. E-mail:

moscow.reception dia@roche.com

Kat. Homep: 07958030190

Tpe6boBaHWS K MapkKWpOBKe TPynnoBOW ynaKoBKM (TpaHCNOPTHOW Tapbl), YCTAaHOBNEHHbIE

n3roTosnTenem

ToBap C TpaHCNOPTHOM (rpynnoBOi) MapKMPOBKON yMakOBKWM WMCMNONb3yeTcs TONbKO AN NMepemel,eHus
n34ennsa c NpoOn3BOACTBEHHON NnowWwagky 40 COBCTBEHHOIO CKMaja NPOM3BOANTENA Ha TEPPUTOPUM CTPaHbI
n3rotosutens. T.0. ToBap C TPAHCMNOPTHOW MapKWPOBKON He MocTaBnseTca Ha TeppuTopuio PP, Ha
TPaAHCNOPTHOW MapKUPOBKe YKa3aHbl CBEEHUSA, UMEH L MECS HA PETY/ISPHON MapKMpPOBKe, B TOM 4YKC/ie gaTa
NPou3BOACTBA NPOAYKTA (PUKCMPOBaHa.
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cobas* PCR Media Uni Swab Sample Kit

Mpunoxxenne 1 (Pa3gen cneuyanbHO NpeaHasHaueH Ans VHCTPYKLMM MO MPYMEHEHMII0 Ha PYCCKOM Si3bIKe.)

YCcnoBuna TPAHCNOPTUPOBKM

Mepea oTNpaBKOW C 3aBOja MPOAYKT NPOXOAUT KOHTPO/NbHble NpOBepKU. MexXAyHapoAHble CUMBONbI Ha
ynakoBKe W cneuuanbHble UWHCTPYKLUKM MO o6palieHnt0 YyKasblBalOT TPaHCNOPTUPOBLLMKY, Kak cnefyeT
obpawarbcad ¢ 3TUM NPOAYKTOM. [py nNonyyvyeHWM NpoAyKTa BHUMaTeNbHO OCMOTPUTE ynakoBKy. [pwu
Hanmumm N bbix CNef0B HENPABU/IbHOTO 06palleHns UanM NOBPEXLEeHMA HeMeaeHHO 06paTMTeCch B OTAeN
o6cnyxunBaHusa KNMeHToB KomnaHun Roche Molecular Systems, Inc. (Pow Monekynsap Cucteme NHK.) unn
K permoHanbHOMY NOCTaBLMKY.

TpaHCNOPTUPOBKA OCYLLECTBAAETCA BCEMMW BUAAMMW TPaHCNOpPTa B KPbITbIX TPAHCMNOPTHbLIX CpeAcTBax B
COOTBETCTBUM C MpaBulamy MepeBO3KM TpPy30B, AEACTBYKWLWMMU Ha KaXAOM BuUAe TpaHcnopTa.
Temnepatypa npu TpaHcnopTuposke 15-30 °C.

Ctepunusayunsa

M3genme nocTaBnAeTCA HeCTepPUSbHbIM. B KOMMNNeKT MOCTaBKM BXOAAT CTEPUIbHbIE TaMMOHbI,
CTEPUNN30BaHbl C UCNOMb30BAHNEM 3TUIEHOKCUAA.

Habop npobupok cobas® PCR Media co cTabnnmsanpytowein HyKnenHoBble KUCNOTbl cpefo Ans cobopa u
paHCNopTMPOBKKU 06pa3L0B buomaTepmana 4enoBeka, BapmaHT ucnonHeHus cobas® PCR Media Uni Swab
Jample Kit - TkaHeBblii TaMNoH, He 6onee 100 wT./yn.

CootBeTcTBMe ISO 11607 - YnakoBka ANf MeAMUMHCKUX NPOAYKTOB, NpoOWeAWNX 3aKAUYUTENbHYIO
CTEpUNN3aLmnto

MOCKONbKY CTepUNbHble TaMMOHbI YNakKoBaHbl B MHAMBUAYANbHYIO YNakKoBKY, KOTOpas B COOTBETCTBUKN C
Tpe6oBaHuaMmM ISO 11607-1 cumTaTbCAa yNakOBOYHbIM MaTepuanom. TecTbl Ha cooTBeTcTBME ISO 11607-1
HanpaBfeHbl Ha LEMOHCTpPaLU0 CTabUNbHOCTU YNAaKOBKU C TeYeHUEM BPEMEHU, UTO NO3BOMAET COXPaHATb
CTEPUNBHOCTb TAMMNOHOB. Pe3y/bTaTOB TeCcTa AO/MKHO BObIThb JOCTAaTOUYHO ANA MOATBEPXAEHNA 3aABIEHHOTO
cpokKa XxpaHeHMs. Takum o6pasom, Tpe6oBaHMs ISO 11607-1 BbINOSHEHbI.

TpeboBaHMA K OXpPaHe OKpyXatl ein cpeabl
MeanunHcKoe nsgenne Npu UCMNONbL30BaHUU, TPAHCNOPTUPOBKE U XPAaHEHUN He OKa3blBaeT HEraTUBHOTIO
BO3AEWCTBMA Ha 4YenoBeKa U OKpyXawlllyw cpeay npu COONOAEHUN YCNOBUIA MNPUMEHEHUA U Mep
NpPefOCTOPOXHOCTU, YKa3aHHbIX B UHCTPYKLUN.

Ytunnnsauymna

Bo usbexaHue BO3IMOXHOIO 3arpAsHeHUs oKpyxatwuweh cpefbl UCNOMb30BaHHbIE HAKOHEYHWKW LO/DKHbI
YTUNN3NPOBATHCA B COOTBETCTBUM C MECTHLIMMW FOCYAapPCTBEHHbIMU U / AN BONbHUUYHBIMW HOPMATUBHbBIMMU
TpeboBaHMAMMN.

MpaBnAbHOE YHWUYTOXEHUEe U yTunusauums 6yaeT NOLAEpPXMBaTb COXPaHEHWE MPUPOLHLIX PECYpPCOB MU
coaencTBoBaTb 3allMTe 340P0BbS YeOBEKA M OKpYXXatloLlel cpefdbl.

YTunumsaumsa oTX040B yNakoBKN.

YnakoBka npoaykuun Roche Molecular Systems, Inc. (Pow Monekynsap Cucteme WMHK.) paspaboTaHa C
LLeNbl0 CBEAEHNS K MUHUMYMY 3arpsisHEHNS OKPY>KatloL el cpefbl MPWU COXPaHEHUN LENOCTHOCTU MPOAYKTa
BO BpPeMS TPaHCMOPTUPOBKM W XpaHeHUs. Y MaKOBOYHble OTXOAbl AO/IKHbI YTUAM3NPOBATbCA B MECTHbIX
NyHKTax cbopa ynakoBKuW, B cneuunanm3npoBaHHble KOHTERHePbl, PACNON0XEHHbIE B MYHULMNANNTETAX.
YTunusayma usgenns ¢ UCTEKIW MM CPOKOM FOLHOCTH.

Mpu yTuamsauum n yHnUTOoXeHun Habop gna cbopa v TpaHCNOPTMPOBKM 06pa3LoB 6nomaTtepuana YenoBeka
CO cTabmnusnpyrouleil HyKNENMHOBbIE KUCOTbI cpegoli (cobas® PCR Media), BapuaHT ucnosHeHums cobas®
PCR Media Uni Swab Sample Kit c ncTeKW M CPOKOM rogHOCTM HEOOXOAMMO AeliCTBOBATb B COOTBETCTBUM
C TWUIMEeHWYEeCKUMW HopmaTMBamMu K cnegoBaTb OMMUUMANbHBIM WHCTPYKUUAM N0 YyTUnusauum u
YHUUTOXEHUIO NOTEHUMaNbHO WHMEKULMOHHOIO M XMMWUYECKOr0o maTepuana, MPUHATBIM Ha TEeppuUTOpUM
Poccuiickoin ®epepauynmn v B gaHHom JIMYy.
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cobas* PCR Media Uni Swab Sample Kit

Mpunoxenune 1 (Pasgen cneyuasnibHO NpeaHasHaueH 4151 MHCTPYKLMM MO MPUMEHEHMIO Ha PYCCKOM Si3bIKE. )

KntoyeBbIMKU BOMpPOCaMK B cTpPaTerny ynpaBieHns 0TX04aMy ABASETCS ONTUMMU3ALNA TaKTUK U MOAXOAO0B K
KOHEUYHbIM NPOAYKTaM, a TaKXXe MUHUMM3ALMSA BO3MOXHOTO 3arpsisHEHUs OKpPY>XKatoL e cpepbl.

Bonee noapo6HY MH(MOPMALWIO MOXHO MOAYUYUTb Y NpousBoanTens / ynonHOMOUYEHHOT0 NpeAcTaBuTeNs
npounsBoauTens.

YTunusayns 40MKHa NPoBOAUTLCS B COOTBETCTBMM C MECTHbIMW HOPMaMW 3aKOHOAATENbCTBA, a TakXe B
COOTBETCTBMM C MPOTOKOMAMU MEAULMHCKOTO YUpeXxAeHWUs, rae MCNonb3ylTcs [JaHHble MeAULUHCKKE
nsgenus.

He yTWNu3nMpoBaTb COBMECTHO C ObITOBBIMU OTXOAAMM.

FapaHTUiiHbIE 0653aTeNbCcTBA

MpownssoaunTens (komnaHusa Roche Molecular Systems, Inc. (Pow Monekynap Cucteme NHK.)) rapaHTupyer,
yto Habop fgns c6opa M TpaHCNOPTUPOBKWM 06pasLoB GuMomMaTepuana 4Yenoseka CO CTabunusupyroLei
HYKNenHOBbIe KUCNoThl cpepoli (cobas® PCR Media), BapuaHT ncnonHeHus cobas® PCR Media Uni Swab
Sample Kit cooTBeTCTBYIOT cneuudpukaymam, 3afaBfeHHbIM Ha 3TUKeTKe. [1pou3BOAUTeNb HeceT
OTBETCTBEHHOCTb 3a paboTy W3AENNA TONIbKO B CAyyae UX MPaBUIbHOTO UCNOJIb30BAHUSA B COOTBETCTBUM C
WHCTPYKLMeN, a TaK)Xe COOM0AEHNS NPaBUA XpPaHEHUA U TPAHCNOPTUPOBKU.

138enva JOMKHbI UCNOMb30BATHCA TONLKO A0 UCTEYEHUSA CPOKA TOAHOCTU, KOTOPBIM yKa3aH Ha ynakoBKe.
AACTOAWAA OFPAHUYEHHAA TAPAHTUA 3AMEHSAET COBOW WHbLIE T[APAHTUWU,
OAOHO3HAYHO BbIPAXXEHHBIE nnn MOAPA3YMEBAEMBIE, BKJ/TKOUAHA NIOBYIO
MOAPA3YMEBAEMYIO FTAPAHTWIO MPATOOAHOCTWN and KOMMEPYECKOTIO
NCMNONMb30BAHUA UNW ANA NHOBON MHOW LUEN. KOMMAHWA ROCHE DIAGNOSTICS GmbH
HE HECET OTBETCTBEHHOCTWU 3A CAYYAWHbLIE, HEMNPAMBbIE, CMNEUWANBHbBIE WAW
KOCBEHHBbBIE YBbITKW.

Mo Bonpocam, CBA3aHHbIM C Ka4eCTBOM U3feNunii, a TakxXe ¢ UX paboToi, Hy>KHO obpawaTbcs K
YNONTHOMOYEHHOMY MpPeACTaBUTENO NMPOU3BOAUTENSA HA TeppuTopUumn Pd:

O6uLecTBO C OrpaHMYEHHOI OTBETCTBEHHOCTbLIO «Pow [uarHoctnka Pyc» (OO0 «Pow [wnarHoctuka
Pyc»), 107031, MockBa, TpybHaa nnowapgb, 4.2, Ten.: +7 (495) 229-69-99, akc: +7 (495) 229-62-64.

MpeTeH3nmn No KayecTBY (peknamaumns)

MopsfoK NpeabsABNeHNs peKnamauuii 1 OTBETOB Ha HUX PEFYMPYEeTCS rpaXJaHCKMM npaBoM. Peknamaums
MOXeT NPeAbABAATLCA TONLKO NO TaKUM BOMPOCAM, KOTOPble He ABASAMCL NPeaMEeTOM NPUeMKKU ToBapa,
Npou3BeeHHO B COOTBETCTBUYU C YCNIOBMSAMU JOTOBOpa.

Mo Bcem BoOMpocam, CBA3aHHbLIM C 06CAyXwWBaHMEM  M3genua, Heobxoammo o06paTuTbeca K
YNO/MHOMOYEHHOMY NpeaCcTaBUTENO NPON3BOAUTENS.

B cnyvae peknamauum obpawatbCqd K NPOM3BOAUTENO W/MAW YNOSHOMOYEHHOMY MNpPeACTaBUTENIO
npoussoanTens.

Y NONHOMOUYEHHbIW NpesCcTaBUTENb NPOU3BOAUTENSA HA Tepputopumn PP

O6u,ectBo ¢ OrpaHMYeHHON OTBETCTBEHHOCTbI «Pow [AunarHoctuka Pyc» (OOO «Pow [mnarHocTuka
Pyc»), 107031, MockBa, TpybHaa nnouwafab, 4.2, Ten.: (495) 229-69-99, takc: (495) 229-62-64.

MpumeyvaHune:

MpepgHasHayeH ANS COBMECTHOro npuMmeHeHuss ¢ CucTemoli aBToMaTm3nmpoBaHHoO cobas® 6800 pgns
NMpoOBefeHMNS aHann3a HYKJeNHOBbIX KUCNOT C MOMOLW b0 MOMMEPA3HON LenHoOW peakynm (cobas® 6800), B
BapuMaHTax WCNOMHEHUA: CTauWOHapHbIA, MOABMXHbLIA, npou3BogcTBa "Pow [AwnarHoctuke [M6X",
FepmaHuda, peructpaynmoHHoe ygoctosepeHme Noe P3H 2019/8973 (panee no tekcTy Cobas® 6800).

Mcnonb3yeTcqd COBMECTHO C:
PeareHTbl B KacceTe gnsa ob6HapyxeHus PHK SARS-CoV-2 metogom real-time PCR B MaskaxX M3 HoOcCa,
HOCOFNOTKM W POTOrAO0TKM Ha CUCTeMe aBTOMaTu3uMpoBaHHON cobas® 6800 (cobas® SARS-CoV-2),

07968612001-04RU
Doc Rev. 4.0
& 000 LMPMU (2] INFO@CIRMI.RU € WWW.GOSZDRAVNADZOR.RU

Tr



cobas* PCR Media Uni Swab Sample Kit
Mpunoxenne 1 (Pasgen cneynanbHO NpegHasHayeH 418 UHCTPYKLMW MO MPUMEHEHNIO HA PYCCKOM Si3bIKe.)

BapuaHTbl ucrnonHeHusa Ha 192, 480 TtecTtoB, npomussogctea «Roche Molecular Systems, Inc.» («Pow
Monekynsap Cucteme NHK.»), CLUA (ganee no TekcTty cobas® SARS-CoV-2).

PeareHTbl B KacceTe g1 o6Hapy>xeHna PHK SARS-CoV-2, supyca rpunna A w/vinv Bupyca rpunna B metogom real-
time PCR B Ma3kax 13 Hoca 1 HOCOI/1I0TKN Ha cUcTeMe aBToMaTu3npoBaHHoi cobas® 6800 (cobas® SARS-CoV-2 &
Influenza A/B/SCoV2-FIuA/B), npousBogctea «Roche Molecular Systems, Inc.» («Pow Monekynsap Cucrteme
NHK.»), CLLW A (ganee no TekcTty cobas® SARS-CoV-2 & Influenza A/B).
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cobas’

cobas» PCR Media Uni Swab Sample Kit

[Ona anarHocTuKKM in vitro.

cobas® PCR Media Uni Swab Sample Kit Kat. Homep: 07958030190
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cobas® PCR Media Uni Swab Sample Kit
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cobas® PCR Media Uni Swab Sample Kit

Ha3HaueHune

Habop cobas® PCR Media Uni Swab Sample Kit ncnons3yetcsa gns cbopa u TpaHCNOPTUPOBKYK 06pa3L,0B GruomaTepmana 4YenoBeka.

Cpepa ana MLUP cobas® PCR Media cTabunnsnpyeT HyKNeMHOBYIO KUCNOTY o6pa3ua GuomMatepuana Yenoseka npu TpaHCNOPTUPOBKe

N XpaHeHnwu.

Mpumeuvanune: ITOT H660p ObI1 BaManpoBaH A4 UCnosib3oBaHUA CO CnefyrowmnMmn Tectamm:

e TecT cobas* 4800 CT/NG

e cobas* CT/NG ansa ucnonb3oBaHus B cucteMax cobas* 6800/8800
e cobas* TV/MG ans ncnonb3oBaHus B cucTemax cobas* 6800/8800
e cobas* Cdiff Test gna ncnonb3oBaHusa B cuctemax cobas* 4800

e cobas* Cdiff Test gns ncnonb3oBaHus B cmctemax cobas™ Liat*

Ons nonyuyeHus 6onee NoApPo6HON MH(OPMALMM O XapaKTepUCTUKAX TECTOB CM. MHCTPYKLMMW MO MPUMEHEHWUIO Ha COOTBETCTBYOLLME

TECThbI.

07968612001-04EN
Pen. pok. 4.0
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cobas« PCR Media Uni Swab Sample Kit

PeareHTbl 1 maTepuansbl

cobasPCR Media Uni Swab Sample Kit

Bee HEOTKPbITbIE HAabOpPbI JOMKHbLI XPaHUTLCS B COOTBETCTBMU C PEKOMEHAALNAMU, NMPUBELEHHbIMU B Tabnnue 1.

Tab6nuua 1 Habop cobaB» PCR Media Uni Swab Sample Kit

cobase>PCR Media Uni Swab Sample Kit
XpaHuTb npn 15-30°C 100 naketos (P/N 07958030190)

KoMnoHeHThbl NakeTa KonuuecTso B
VHrpeAmnenTe! peareHTos nakeTte MapKupoBKka 630MacHOCTM 1 NpeaynpexaeHns*

Cpepa gna NupP S40% (Bec/Bec) ryaHnguHa Tapoxaopuga 1X4,3mn
cobaa® PCR Media Bydep ¢ Tp1c-HC1

MNpenynpexaeHvie
H302; BpefHo npu npornatbiBaHUN.

H315: Bbi3blBaeT pasfpaxeHne KoXu.

H319: Bbi3biBaeT cepbe3Hoe pasgpaxeHue rnas.
P264: TwaTenbHO NPOMbITb KOXY Nnocsie obpalleHus.

P270: Te npyHUMATbL MULLY, HE NUTb U HEe KypuUTb Npwu
MCNo/b30BaHNN 3TOr0 NPoAyKTa.

P280: CnepfyeT nosib30BaTbCA 3aWUTHBIMU
nepyatkamu/cpefcreamu 3aWnTsl rnas/nmua.

P301 + P312 + P330: NMPW MPOTJTATbIBAHWUW: Ecnu Bbl

nnoxo ce6s yyscTeyeTe, NO3BOHUTE B
TOKCUKOJIOTMYECKWUI LEHTP nam Bpauy/TepanesTy.

MpononiockaTk poT.
P337 + P313: Ecnu pasgpaxeHue rnas He NpoxXoauT;
06paTnTbLCA K Bpady.

P501: YTnnunsmpoBaTtb COAEPXUMOe/KOHTENHep Ha
yTBEPXAEHHOM 3aBOje Mo yTUAn3aumm oTxXo40oB.

)BKa C TaMMOHOM 1 TKaHeBblIli TAMMOH (TaMMOH-NOIN3CTEP) 1 tamnox He npymeHnMO

>lapk1lpoBka 6€30MNacHOCTU NPOAYKTA COOTBETCTBYET pekoMeHAaumam EU GHS.

07968612001-04EN
Pen. ook, 4.0
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cobaB® PCR Media Uni Swab Sample Kit

Mepbl NPeAoCTOPOXKHOCTU U TpeboBaHMA K 06paLLEeHUIO

MpeaynpeXxaeHnst U Mepbl NMPeA0CTOPOYKHOCTY

Cpefapgna NUP cobas® PCR Media cofepXuT ryaumguu rugpoxnopuga. He gonyckatb NPpAMOro KoOHTaKTa MeX/Ay ryaHmaunHa
rMAPOXNOPUAOM M HATPMA TMNnoxnoputom (oTbenumBatenem) AN APYFMMU BbICOKO PeakKTUBHbBIMW peareHTaMm, TaKumMm Kak
KWCNOTbl W OCHOBaHUA. 3TN cmecu MOTyT BblA€eNnATb Bpe,quIVl ras.

e ToNbKO AN AMarHOCTUKMK in vitro.

e TuwartenbHo cnefyinTe NHCTPYKLUMAM, KaK MOKa3aHO HUXe.

e BarvHanbHble Ny6PUKAHTHI, XXefle, KpEMbl U Fefin NS MeAuLMHCKUX 3epKan, cofepxalyme kapbomep (bl), MOryT NomewlaTb
NpoBefleHNI0 TeCTUPOBAHMUA U He JO/KHbI UCNOMb30BaTLCA BO BpeMs UAn Jo 3abopa 06pasLos.

e O6pasubl TKaHe MO4Yenon0BON CUCTEMbI, B3ATbIe y NaLMEHTOB, KOTOPble MCMONb30Banu Kapbomepcogepikallime npenaparsl,
Takue Kak BarmHanbHOe yBNaXHAWLWee CPeACTBO ANNTENbHOTO AeicTBUA Replens”™, BarnHanbHbIl refb ANA YCTpaHeHUs
3anaxa RepHresh™ n RepHresh™ Clean Balance, nau nocne ncnonb3oBaHusa BarMHanbHOro rens MeTpoHugasona, MoryT
faBaTb HefleICTBUTENIbHbIE WY NOXHOOTPULATeNbHbIE pe3ynbTaThl. [ nonyyeHna 6onee nogpo6HON UHGoOpmaLuu cMm.
WHCTPYKLMIO MO MPUMEHEHUIO COOTBETCTBYIOLErO TecTa.

e W3beratb KoOHTaKTa cpeabl ansa MLUP cobas® PCR Media ¢ KoXeii, rnasamu UauM cam3mcTbiMn 060n104KamMun. ECnm KOHTaKT
npousoLwen, HeMeANeHHO NPOMbITh 60NbWMWUM KOANYECTBOM BOfbI.

« EcnuoTobpaHHbIl 06pasel cogepXUT n36bITOK KPoBK (KPaCHbI MM KOPUYHEBLIN LBET 06pasya), ero ciegyeT Bbl6pocuTb U
He UCNO0Nb30BaTh 419 UCCNeA0BaHUSA.

e« Bce o6pa3ubl HY)XXHO paccmaTpuBaTb Kak MOTEHLMaNbHO MH(EKLNOHHbIE N cobntoaaTh npu paboTe ¢ HUMK NpaBuna
6mnonormyeckoii 6esonacHoCTH, NpuBeAeHHbIEe B JOKyMeHTax Biosafety in Microbiological and Biomedical Laboratories ' n
CLSI Document M29-A4 M29-A4" .

+ MMacnopTa 6e30nacHoOCTU (SDS) MOXHO NOMYYNTL MO 3aMPOCYy Y MECTHOTO NpeacTaBuTeNs KomnaHum «Roche».

O6palLeHVe ¢ peareHTOM
e B C/nydvae pasnusa cpeabl ans MLP cobas® PCR Media, BO-MEPBbIX, cMbiTh €ro nogxoasaiwnum na6opaTopHbiM MO LM
CpeAcTBOM M BOoAoOM, a 3aTeM 0,5% pacTBOPOM TMMOX/0pUTA HATPUS.
*  YTunu3npoBaTb HEMCMNONb30BAHHbIE peareHTbl, 0TX0Abl U 06pa3Lbl B COOTBETCTBMMU CO BCEMU NMPUMEHUMbIMU NpaBuiamu.
e Hewucnonb3yiiTe Habop nocne ncTeyeHUs Cpoka rogHOCTH.
e Y6eanTbCs, 4TO 3aKpbIN KPbIWKY Npo6upku co cpegoit ana MLP cobas® PCR Media Tube.

¢ Tlepep3abopom obpa3ua He cmaymBaiiTe TamnoH B cpefe ans MLUP cobas® PCR Media.

O/IEeXalLas NabopaTopHast MPaKTVKA

e Bcergacneayinte Hagnexatien nabopatopHoi NpakTuke/Hagnexawen knmHuyeckoin npaktuke (GLP/GCP).
e HocuTe 3aWMTHbIE OLHOPA30BbIe NepYaTKW, XanaTt 1 3alUTHbIe O4KW Npu o6palyeHnn ¢ o6pasLaMu 1 peareHTamMmu U3 Habopa.
TwaTtenbHO MoViTe pyku nocne ob6palieHus ¢ obpasuyaMu u peareHTaMu U3 Habopa.

07968612001-04EN
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coba$® PCR Media Uni Swab Sample Kit

Cbop ob6bpa3uos

B3aTre BarmHasibHbIX Ma3K0oB — B34TWe Bpayamu

BHUMAHWE: HE CMAYUBATb TAMIMOHbI B CPEAE ansa MLP cobasC® PCR MEDIA MNMEPE/,
B3ATVEM OBPASLIA!

Ha6op coba$« PCR Media Uni Swab Sample Kit cogepxut:

Mpo6upka co cpegoit ana NP cobas« PCR Media Tube
TKaHeBbIli TAMMNOH; A

1. B3ATWE OBPA3LA: [epxute TKaHeBblli TaMNOH (TaMnoH A) Tak, 4To 6bl pyCKa HaxoAmnach Bbille BaWMX NanbLes,
BBEANTE TAMMOH MPYMEPHO Ha 5 cm (2 Atoiima) B Hapy>KHOe 0TBepCcTMe Bnaraaumwa. AKKypaTHo noBopaymBaiite TaMmnoH
1o 4acoBoli cTpesike NpuMepHO B TeyeHne 30 CeKyHf, OJHOBPEMEHHO NMPOoTMpPas TaMNOHOM CTEHKMW BRaraamiya.

OCTOPOXHO BbITAWMTL TaMNOH. He NMO3BONANTE TAMMNOHY KacaTbCs Kakux-11Mbo NoBepxHOCTel, nepes NoMeLLeHnem ero
B Npo6uMpKy co cpegoit gna MNUP.

07968612001-04EN
Pep. pok. 4.0
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PCR Media Tube n onycTuTe TamnoH ¢
o6pasLom a Nnpobupky, noka BuANMas

MPWKMATE TaMIOH
K Kparo npoGupKu u
oTnomuTe

cobas®PCR Media Uni Swab Sample Kit

3AKPbITb: nnoTHO
3aKpoiTe Npobumpky
co chepoit gna NUP
cobase PCR Media
Tube. O6pasely,

JINHNA Ha TaMMOHEe He CpaBHAETCA C

Kpaem npo6upku. Bepx TaMnoHa He CTEPXKeHb roToB K

norpyxaiTte B XUAKOCTb J,0 O0TN1aMblBaHUA TamnoHa no pucke. TPaHCMopTUpPOBKe.

CTEPXKHS TaMMoHa. BbiGpocbTe
BEPXHIOK YacTb
TamnoHa.

TpaHcropTVPOBKA M XpaHeHVie 06pasLIoB

¢« Tocne c6opa 06pa3L,0B TPAaHCMOPTMPOBATbL U XpPaHUTbL NPO6UPKY co cpepoin ana MLLP cobas® PCR Media Tube, cogepxalyyto
TamnoH gnsa céopa npob,cnegyeT npu temnepatype 2-30®C.

e CM. MHCTPYKUMUM MO NPUMEHEHWIO AN CNeLnprnYecKoro Tecta Ha NpeaMeT 3asB/IeHHbIX Tpe6oBaHMiA K cTabunbHOCTM 06pasLa.

e TpaHcnopTMpoBKa co6paHHbIX 06pa3L0B JO/KHA COOTBETCTBOBAThL BCEM MPUMEHUMbIM NpaBuiaM TPaHCNOPTUPOBKU

3TVMOMIOTNYECKUX areHToB.A

07968612001-04EN
Pep. ook. 4.0
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cobas® PCR Media Uni Swab Sample Kit
B3aTtne BarMHasibHbIX Ma3KoOB — CaMOCTOATESIbHO MO MHCTPYKLUUAM Bpada

BHVUMAHWE: HE CMAYUMBATb TAMINOHbI B CPEAE gnsa MNUP cobas® PCR MEDIA MNMEPE/,
B3ATUEM OBPASLIA!

Ha6op coba$« PCR Media Uni Swab Sample Kit cogepxwr;

Mpo6upka co cpepoii gnsa MLUP coba$« PCR Media Tube
TKaHeBbIli TaMMOH: A

1. MONTOXXEHMWE: [epxa B 04HOl pyKe TaMnoH (TamnoH A) C pUCKOI1 Hag, nanbuamu, Apyroii pykol
pa3seauTe CKNafKN KXV BOKPYT HapPY>KHOro BNaraauwHoro oTBepctuns (NonoBsble rybbl).

07968612001-04EN
Pep. ook. 4.0
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cobas® PCR Media Uni Swab Sample Kit

2. B3ATWE: BBeanTe TaMnoH npumepHo 5 cm (2 atolima) B

Hapy>Hoe 0TBepCcTMe Bnaraauiia. AKKypaTHO yaepxuneaa TaMnoH B O,D,HOVI
HOBOpaHMBaﬁTe TammnoH Mo 4acoBoli CTpesike NnpumMepHo B PyKe, CHAMUTE KPbIWKY C
TeyeHune 30 CEeKyH[,, 0AHOBpPeMEHHO nNpoTnpasa TaMmnoHOM I'IpOﬁVIpKVI, KaK NoKa3aHO Bbllle.

CTeHKM Bnaranuuia. OCTOPOXXHO U3BJ/IEKMTE TaMMOH.

He no3BonsAiiTeTb TAMNOHY KacaTbCA Kakuxoli-nnm6o
noBepxHocTelin, nepeg NnomMeLieHnemM ero B npo6upKy co
cpepoii ans NUP.

4. BbIPABHVWUBAHWE; onycTuTe TaMNoH B 5. OTJ/IAMbIBAHWE; OCTOPOXXHO NpM>KMUTE TaMMNOH K Kpat Npo6bupku 1 crnomaiTte

npo6umpKy, NoKa BUAMMAs pUCKa Ha CTEPXXEHb TaMMoHa Mo pUCKe.
CTepXKHe TamnoHa He CPOBHSETCS C

KpaeMm npo6upKy. 6. 3AKPbITUE: nnoTHO 3akpoiite npo6upky co cpepoii ans MLUP coba$« PCR Media Tube.

[locTaBbTe o6paseL, cBOEMY Bpayy B COOTBETCTBUM C UHCTPY | Wmsimu. BoiGpocuTe BEPXHIOH
YyacTb TamrnoHa.

TpaHCropTUPOBKA U XpaHeHVe 00pa3L/oB

e Tlocne c6opa 06pa3L0B TPAaHCMOPTUPOBATL M XpaHUTb NPOGUPKY co cpegoii ansa MLP cobas® PCR Media Tube, cogepxalyyto

TamnoH ana c6opa npo6, cnegyeT npu Temnepatype 2-30°C.
e CM. MHCTPYKLWUKX NO NPUMEHEHUNIO AN cneundnyecKoro Tecta Ha npegMeT 3aaBNeHHbIX TpeboBaHMIA K cTabunbHOCTM 06pasua.

*  TpaHcnopTUpoBKa CO6paHHbIX 06pa3LL0B AOMKHA COOTBETCTBOBATbL BCEM MPUMEHUMbIM MpaBuiam TPaHCNoPTUPOBKH

3TUONOTNYECKMUX areHtoB.

07968612001-04EN
Pen. pok. 4.0
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cobas® PCR Media Uni Swab Sample Kit
B3aTne maskoB u3 OTBEPCTNA — BpayvdoM WM CaMOCTOATESIbHO MO MHCTPYKUNAM Bpaya

BHUMAHWE: HE CMAUYMBATb TAMIMOHbI B CPEAE gna MNMLUP cobas® PCR MEDIA MNMEPE/,
B3ATUNEM OBPA3LIA!

Habop cobas« PCR Media Uni Swab Sample Kit cogepxuT;

Mpobupka co cpepoli gnsa MLUP cobas® PCR Media Tube
TKaHeBbI TaMMOH: A

1. B3ATWE: 4To6bl B3ATb 06pasel, AepXXUTe TaMMNoH Tak, 4To Obl pUCKa HaxoAunach Bbille BalMx nanbues. MoBopaynsainte

TaMMOH M0 YacoBOW CTPesike NPUMEPHO B TedeHne 30 CeKyHA, OAHOBPEMEHHO NPOTMpPas TaMNOHOM OTBEpPCTUE B BEPXHeEl
yaeTe rosIoBKM neHuca.

OCTOPOXXHO OTOABMHLTE TAMMNOH. He N03BONANTE TaMMNOHY KacaTbCA Kakux-nMbo noBepxHOCTeN,
nepeg nomMeleHnem ero B NPo6upKy co cpepoii ans Mup.

07968612001-04EN

Pen, ook. 4.0 10
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npo6upkn CO cpepoii ana NUP cobas*
PCR Media Tube 1 onyctuTe TaMnoH ¢
o6pasuom B Nnpobmpky, Noka Bngumas
IMHUA Ha TaMMOHe He CpaBHsAeTCs C
Kpaem npobupku.

TPaHCINOPTVPOBKA 1 XpaHeH e 06pa3LioB

OCTOPOXHO NpUXMuUTE
TaMmnoH K Kpato
Npo6UPKM 1 oTNOMUTE
CTepXXeHb TamrnoHa no
pucke.

cobase>PCR Media Uni Swab Sample Kit

3aKpoiiTe NpobupKy co
cpegoii gns NUP
coba$« PCR Media
Tube. O6pasey rortos
K TPaHCNOPTUPOBKE.
BbibpocbTe BepxHIOI0
4yacTb TaMrnoHa.

e Tocne c6opa 06pasL0B TPaHCNOPTUPOBATL U XPaHUTb NPO6UPKY co cpepoii ansa MLP cobas® PCR Media Tube, cogepxatyyto
TaMnoH gnsa cbopa npo6, cnegyet npu temnepatype 2-30°C.
CM. NHCTPYKLMM MO NPUMEHEHUNIO ANA CNeunduYecKoro TecTa Ha NpegMeT 3asBeHHbIX Tpe6oBaHU K cTabunbHOCTM 06pasya.

*  TpaHCNoOpTUPOBKA COBGPaHHbIX 06pa3L,0B A40/KHA COOTBETCTBOBATL BCEM MPUMEHUMbIM NpaBuiaM TPaHCMOPTUPOBKM

3TMONIOTNYECKNX areHTos.A

07968612001-04EN
Pen. ook, 4.0

& 000 LHPMH (&7 INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU



cobas® PCR Media Uni Swab Sample Kit

B3ATre Ma3KoB 13 POTOr/I0TKM (rop/ia)
BHVIMAHVE: HE CMAUYVBATb TAMIMOHbI B CPEAE ans MLLP cobasCS) PCR MEDIA MEPE[,

B3ATVEM OBPASLIA!

Ha6op cobas« PCR Media Uni Swab Sample Kit cogepxuTt:

Mpo6upka co cpepoit ana MUP cobas® PCR Media Tube
TkaHeBbl TamMnoH: A

1 B3siTue; 4uTo6bl B35iTh 06pasell, Aep)lOLTe TaMMOH Tak, 4YTo 6bl pUCKaHaxoAW/ach BbllLE BalIMX Nasbles, BBEAUTE TaMMOH B
pOT 1 BO3bMUTE 06paseL, ¢ 4BYX CTOPOH 3afiHeil 4acTu rMoTK1, 06eUX MUHAANMH 1 A3blUKaA.

OCTOPOXHO BbITalMTE TaMNOH. He N03BONANTE TAMNOHY KacaTbCa Kakux-nMbo noBepxHocTel,
nepes nomelieHnem ero B npobupky co cpegoii MUP.

07968612001-04EN
Pen. pok. 4.0 12
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cobas®PCR Media Uni Swab Sample Kit

2. BbIPOBHATb; CHUMUTE KPbILLKY C 3. OT/IOMUTb:

npo6upkmn co cpepoii gna MUP cobas« OCTOPOXXHO 3aKpoiTe Npo6upky

PCR Media Tube u onyctute TaMnoH ¢ NPWXMUTE TAMIMOH K co cpefoit ans MLUP

06pa3LomM B MPO6MPKY, Noka BUANMast Kpaw npobupkm, cobas* PCR Media

JIMHWA Ha TaMMNOHE He CpaBHAETCA C 4YTO6bLI CNOMaTh Tube. Obpasey

Kpaem npo6upkn. Bepx TamnoHa He CTepXXeHb TamnoHa roToB K

norpy>atb B XXUAKOCTb 10 OT/1aMblBaHWs Mo pyUckKe. TpaHCnopTnpoBKe.

CTEPXXHS TaMMoHa. Bbi6pocbTe
BEPXHIOI0 YacTb
TammnoHa.

TpaHCropTUPOBKA U XpaHeHVe 06pa3L/oB

* Tocne c6opa 06pa3L0B TPAaHCNOPTUPOBATL M XpPaHUTL NPO6GUPKY co cpegoi gna MLLP cobas® PCR Media Tube, cogepxalyyto
TamnoH ans c6opa npo6, cneagyet npu Temnepatype 2-30°C.
e CM. MHCTPYKLWWN MO NPUMEHEHUIO ANSA CNeunpuyeckoro Tecta Ha NnpeaMeT 3aaBNeHHbIX Tpe6oBaHUI K cTabunbHOCTU 06pasua
e TpaHcnopTupoBKa cobpaHHbIX 06pa3L0B A0/KHA COOTBETCTBOBATb BCEM MPMMEHUMbIM MpaBuaam TPaAHCMOPTUPOBKM
3TMONOTUYECKNX areHToB }

07968612001-04EN
Pen. pok. 4.0 13
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cobase PCR Media Uni Swab Sample Kit

B3sATe aHOpeKTa/IbHbIX (PEKTa/bHbIX) Ma3KoB

BHUMAHWE: HE CMAYVBATb TAMITOHbI B CPEAE gnsa MLP cobasCs) PCR MEDIA MNMEPE/
B3ATUNEM OBPA3LIA!

Hab6op cobase PCR Media Uni Swab Sample Kit cogepxuT;

Mpo6upka co cpepoli gnsa MUP cobase PCR Media Tube
TKaHeBblIl/i TaMNoH: A

1. 3ABOP: yT06blI B3Tb O6paseL, AepXnTe TaMMoH Tak. YTo 6bl pUcka Haxoauiach Bbille BallUX Nasbues, BBeAWTE TaMMNOH
Ha 3-5 cm (1-2 gloiima) B aHanbHbIl KaHan. AKKypaTHO NoBOpayvBaiiTe TaMMNOH B Hanpas/ieHUN NPOTUB YaCOBOW CTPENKM B
TeyeHne 5-10 cekyHf, 0jHOBPeMEHHO NPOABMUras TamMnoH BAO/b CTEHOK NPAMON KWWKW. ECAN TaMMNOH CUIbHO 3arps3HeH
thekanusmmn, BbIGPOCUTL €r0 U NOBTOPUTL 3ab0p.

OCTOPOXHO BbITAWMTL TAMNOH. He No3BoNAiiTe TaMNOHY KacaTbCa Kakoli-nnbo noBepTocTeli, nepes noMeleHnem ero B
npo6upky co cpegoit ans Mup .

07968612001-04EN
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2. BbIPOBHATb: cHUMNTE KPbILWKY C
npo6upku co cpeaoii gna NMLUP cobas«
PCR Media Tube nonyctute TaMnoH ¢
o6pasuom B NPo6UPKY, Noka BuamMmas
NIMHNA Ha TaMMOHe He cpaBHAeTCs ¢
Kpaem npo6upkun. Bepx TamnoHa He
norpyxaTtb B XUAKOCTb A0
0TN1aMblBaHNA CTEPXKHA TaMMnoHa.

TpaHCropTVPOBKa 1 XpaHeHVe 00pa3LIoB

e [ocne c6opa 06pa3L,0B TpaHCNOPTMPOBATL U XpaHUTb NPo6UPKY co cpegoit ansa MLP cobas® PCR Media Tube, cogepxatyto

TamMnoH A4ns cbopa npob, cnegyet npu Temnepatype 2-30®C.

3. OT/IOMATb:

OCTOpPOXKHO
NPWXMUTE TaMMOH K
Kpat npobupkm,
4TO6bI CIOMaTh
CTepXXeHb TaMnoHa
no pucke.

cobase» PCR Media Uni Swab Sample Kit

4. 3AKPbITb: nnoTHO

3aKpoiTe Npobumpky
co cpegoii gna NLUP
cobas« PCR Media
Tube. Obpasey
roToB K
TPaHCNoOpTUPOBKeE.
Bbibpocute
BEPXHIOI0 YacTb
TammnoHa.

e CM. MHCTPYKLWM MO NPUMEHEHUIO A1 CneundryecKoro TecTa Ha NpegMeT 3asB/IeHHbIX Tpe60BaHMil K cTabunbHOCTK 06pasya.

e TpaHcnopTUpPOBKa cOGpPaHHbIX 06pa3LL0B AOKHA COOTBETCTBOBATL BCEM MPUMEHUMbIM MpaBuaaM TPAHCMOPTUPOBKM

3TUONOTNYECKNX areHToM }

07968612001-04EN
Pepn- ook. 4.0
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[lononHnTenbHasa nHhopmayms

CnmBornbl

cobase PCR Media Uni Swab Sample Kit

NP1 MapKMpPOBKe AMArHoCcTUYeCKMX NpoAykToB Roche ans MLUP vcnonb3yloTcs cneytoume cUMBOSbI.

Age/DOB|

EC REP
LOT

REF

[Collect Patel

r a

V

| Cont. |

LLI

L1l

"Topii g]gQ]
N N

RxOnly

Ce

BospacTt n gaTta poxaeHus

@
$

OdhmumanbHbI NpeacTaBuTeNb B
EBponeiickom coobLiecTse

Homep nota

KaTanoxHblin Homep

I

[Jata 3a6opa

BH/MaHMe, CM. MHCTPYKLMIO
Mo NPUMEHEHI0

Copep>Xmmoro focTaTouHo
NS NpoBeAeHus n-
KO/MMYecTBa TECTOB

Copepxxumoe

AnctpnbbioTop

MNnowagka lurlne Fill Line

CTepI/II'II/ISOBaHO C NCNoJib30BaHNEM
3TUNEeHOoKCaa

GTIN

TemnepaTypHbIii AnanasoH

Tonbko ansa CLWA; degepanbHblil 3akoH (CLUA)
orpaHuyYnBaeT UCNOb30BaHUE AaHHOTO
YyCTpOIiCTBa — OHO MOAJSIEXUT NPOJaXKe TOMbKO
Bpayam uam no npeanvcaHnio Bpava.

[ |

He ncnonb3oBatb NOBTOPHO

JKeHuwmHa

TorbKO A/151 ANarHocTVKM in
vitro

My>KUmHbI
MpoussoguTens

HecTepunbHbIini
ID nai*eHTa

Vims naupeHTa

OunctuTb 34echb

JInHns
3arnosiHeHus
MOUOiA

Cpok rogHoct

no6anbHbIA HOMep
npegmeTa TOprosm

Jata nsrotoeneHuns

[JaHHbIi NpofyKT COOTBETCTBYET TpeboBaHAM EBponeiickoin AupekTvebl 98/79 EC B
OTHOLLEHUM MEeAULMHCKNX U38enuii Ansa AnarHoCTVKM in vitro.

Cnyxba TeXHU4YecKol NoAAEPXKN 4N noTpedbuTeneit ns CLLUA 1-800-526-1247

07968612001-04EN
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NPOV3BOANTENb U ANCTPUOBLIOTOPbI

MpounsseaeHo ans;

Roche Molecular Systems, Inc.
1080 US Highway 202 South
Branchburg, NJ 08876 USA
www.roche.com

d

Roche Diagnostics

201, boulevard Armand-Frappier
m H7V 4A2 Laval. Quebec, Canada

(For Technical Assistance call:

Pour toute assistance technique,

appelerle; 1-877-273-3433)

[ncTtpmbbtoTop 0 tanun
Roche Diagnostics S.p.A Viale G. B.
Stucchi 110 20052 Milano, Italy

Roche Diagnostics GmbH , Sandhofer
Strasse 116, D- 68305 Mannheim,
Germany

Roche Diagnostics (Schweiz) AG
Industriestrasse 7
6343 Rotkreuz, Switzerland

ToBapHbIe 3HAKN U MATEHTbI

Cwm. http;//www.roche-diagnostics.us/patents

MBTOPCKOE MpaBo

©2019 Roche Molecular Systems, Inc.

«Roche Diagnostics
GmbH» ("PoLU
JvarHoctuke Mm6X"),
Sandhofer Strasse 116, D-
68305 MaHreiim,
epmaHnsa

EC REP

Ce

07968612Q01-04EN
Pen. pok. 4.0
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cobas"PCR Media Uni Swab Sample Kit

Roche Diagnostics, SL Avda.
Generalitat, 171-173 E-08174Sant
Cugat del Valles Barcelona, Spain

Distnbuidor em Portugal;

Roche Sistemas de Diagnosticos Lda.
Estrada Nacional, 249-1 2720-413
Amadora, Portugal

Roche Diagnostics 2, Avenue du
Vercors 38240 Meylan, France

Roche Diagnostica Brasil Ltda.
Engenheiro Billings, 1729 Jaguare,
Building 10 05321-010 SSo Paulo. SP
Brazil
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cobas® PCR Media Uni Swab Sample Kit

Cnvcok nuTepaTypbl

1. Center for Disease Control and Prevention. Biosafety in Microbiological and Biomedical Laboratories, 5th ed. U.S.
Department of Health and Human Services, Public Health Service, Centers for Disease Control and Prevention, National
Institutes of Health HHS Publication No. (CDC) 21-1112, revised December 2009.

2. Clinical and Laboratory Standards Institute (CLSI). Protection of laboratory workers from occupationally acquired infections.
Approved Guideline-Fourth Edition. CLSI Document M29-A4:Wayne, PA;CLS1, 2014.

3. International Air Transport Association. Dangerous Goods Regulations, 52nd Edition. 2011

Penakups foKymMeHTa
VIHhopmauuvsa o pefakumm AOKyMeHTa

"3A.A0k.[.0 12/2019 Llo6aBneHbl MHCTPYKLMM MO BPaLLEHWo TaMNoHa No YacoBoii cTpesike npv 3a6ope o6pasua.

[lo6aBNEeHO «COr/laCHO UHCTPYKLMIA, MpesocTaBeHHbIX BPaYOM» U yAaNeHo «B KIMHUYECKMX
ycnosusix» Ans camoaabopa npob.

Bblf0 NokaszaHo, YTo flo06aBNEHHbIe BarvHaibHble yGpUKaHTbl, Xene, cofepxatime
neKkapcTeeHHoe BellecTBo, A1 MeJULMHCKOro 3epKaia, Kpembl v renmn ,An8 MeauLnHCKNX 3epkart,
cofepxalive kapbomep (bl), MOryT noOMelLaTb NPOBEAEHNI0 TECTUPOBAHUS UCTLITAHUS U He
[LO/MKHBI MCNOMb30BaTLCSA BO Bpems nnv Ao 3abopa o6pasLos

O6HOoBNEHA CTpaHMLua C rapMOHM3UPOBAHHbIMY CUMBO1IAMN.

Ecnu y Bac ecTb Kakue-nm6o BONpPOChI, NOXanyncra, CBSXXUTECH C MECTHbIM NpeAcTaBUTeNEM
KOMMaHun «Roche».

07968612001-04EN
.AOK. 4.0

MepeBoA BbIMONHMWMNA NEPEBOAYNK
Kacymosa ® nopa CeiithaggnHOBHA
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Poccuiickaa ®egepayusn
fopog MockBa
TpeTbero aBrycrta 4Be ThicAYM ABajLaTb NepBOro roga

A, AeliHeko Jllogmuna BanepueBHa, BpeMeHHO ucnonHAawwas 0643aHHOCTM HoTapuyca
ropoga MockBbl MpokoweHKkoBOW EneHbl EBreHbeBHbI, CBUAETENLCTBYO NOAJMHHOCTL MOANMUCH
nepesogunka Kacymosoii @ nopbl CelichagfnHOBHbI.

Mognuck caenaHa B MOEM MPUCYTCTBUMN.

JTnyHocTb NnoAgnucaBLWero JOKYMeHT YCTaHOB/IEHA.

3apernctpuposaHo B peectpe: Ne 21/86-H/77-2021- J Y |

YiiaaBcaB™aa COBeplweHne HOTapuanbHoro geicteusa: 400 py6. 00 kon.

N.B.OeliHeKoO

MpowHypoBaH, NPOHYMepoBaH
M CKpenneH neyaTtbto 51 (NATbLAECAT O4UH) N

N.B.[eliHeKo
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cobas”™ PCR Media Dual Swab Sample Kit

NHCTPYKUMA NONPUMEHEHWIO

(INSTRUCTION FOR USE)

HA MEAVLWHCKOE V3AENVE

Ha6op ana cbopa v TpaHCMOPTUPOBKM 06pasL,oB G1uomMartepuana YenoBeka co
CTabNNM3NpPYyIoLLLEeA HYKNENHOBBIE KNCOTbI cpedoii (cobas® PCR Media), BapuaHT
ncnonHeHns cobas® PCR Media Dual Swab Sample KOl
npomnssogctea Roche Molecular Systems, Inc, 1080 U.S. Highway 202 South Branchburg, New
Jersey 08876, USA

PA3PABOTYMK:
Roche Molecular Systems, Inc, 1080 U.S. Highway 202 South Branchburg, New Jersey 08876,
USA
Approved by
AnoUty public or ottwr ofictr completing this cctiificate verifies only Ms Uonbty of fits erttosigned M

doewnant to wfiietiNe$ ctrMcate is mached. and not 1M tmdduinm, sccwsqr, or vaUddy ol dm document Roche Molecular SyStemS, Inc.

23 June 2021

(0]} ' bdorem<
insert Niffigand Tittt (/INg Officar)
personalty appeared i }fOV)4"A-n Patricia Thompson

(tbfflt(s) o( SiQner(s))
«tw proved to me on the basis bl satistactory evidence to tM the personas) whose name(s) is/are
subscribed to the within instrument and admowledged to me that he/$he/they e»culed the same in
his/hefAtieir authorized capactyties). and that by his/berAheir signalure(s) on the instrument the
person(s), or the entity upon behaN of which the personfs) acted, executed the instrument

Sr. Regulatory Specialist |

Roche Molecubr Systems, inc
IOfIO U.S. Highway 202 South
Branchburg LI 06876 USA

tcertify under PENALTY OF PERJURY under the laws of the State of Callorma that the toregoino
paragraph is true and correct.

WITNESS my hand and officialseal 2021

Signtwe. (Sea0
(Slyiileri of Not” Pubic)

LYNELL PRAH K

Notdry Public mCalifornia 1
Alameda County i
Commig&iion S 2279328 r

My Comm, Expires Mar 2. 2023 b

Roche Molecular 10S0 us Highway 202 South
Systems, Inc. Branchburg, hU 08676
USA
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cobas

cobas® PCR Media Dual Swab Sample Kit

For in vitro diagnostic use

cobas® PCR Media Dual Swab Sample Kit P/N:07958021190

& 000 LHPMY (] INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU



collection

& 000 LHPMH (7] INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU



cobas® PCR Media Dual Swab Sample Kit

Intended use

The cobas* PCR Media Dual Swab Sample Kit is used to collectand transport human specimens. The cobas* PCR Media

serves as a nucleic acid stabilizing transport and storage medium for human specimens.

Note: This collection kit has been validated for use with the following tests:
e co0bas*4800 CT/NG Test
e cobas* CT/NG for use on the cobas* 6800/8800 Systems
e cobas* TV/MG for use on the cobas" 6800/8800 Systems

Refer to the assay-specific Instructions for Use for particular specimen claims.

07968604001-04EN
Doc Rev. 4.0
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cobas® PCR Media Dual Swab Sample Kit

Reagents and materials

cobas® PCR Media Dual Swab Sample Kit

All unopened kits shall be stored as recommended in Table 1.

Table 1 cobas” PCR Media Dual Swab Sample Kit

cabas' PCR Media Dual Swab Sample Kit
Store at 15-30*C

100 Packets (P/N 07958021190]

Packet Reagent ingredients Quantity per Safety symbol and warning*
components packet
cobas™ PCR Media £ 40% Cw/w] Guanidine hydrochloride 1X4.3mL

Tris-HCI buffer

Warning
H302: Harmful if swallowed.

H31S: Causes skin irritation.

H319: Causes serious eye imtation.

P264: Wash skin thoroughly after handling.

P270: Do not eat, drink or smoke when using this
product

P280: Wear protective gloves/ eye protection/ face
protection.

P301 + P312 + P330: IFSWALLOWED: Call a POISON
CENTER or doctor/ physician ifyou feel unwell. Rinse
mouth.

P337 + P313: If eye irritation persists: Get medical
advice/ attention.

P501: Dispose of contents/ container to an approved
waste disposal plant

Dual Swab 1woven swab Cpolyester bud] 2 swabs Not applicable
Envelope 1 flocked swab [polyester Hydra Flocked
Swab]

‘Product safety labeling primarily follows EU GHS guidance

07968604001-04EN
Doc Rev. 4.0
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cobas® PCR Media Dual Swab Sample Kit

Precautions and handling requirements

Warnings and precautions

cobas* PCR Media contains guanidine hydrochloride. Do not allow direct contact between guanidine hydrochloride
and sodium hypochlorite (bleach) or other highly reactive reagents such as acids and bases. These mixtures can release
a noxious gas.

For in vitro diagnostic use only.

Carefully follow the instructions, as shown below.

Vaginal lubricants, speculum jellies, creams and gels containing carbomer(s) may interfere with the test and
should not be used during or prior to sample collection.

Urogenital specimens from patients who have used carbomer-containing products such as Replens™ Long-
Lasting Vaginal Moisturizer, RepHresh”** Odor Eliminating Vaginal Gel and RepHresh™ Clean Balance or used
Metronidazole Vaginal Gel may generate invalid or false negative results. Refer to the appropriate test’s
Instructions For Use for further details.

Avoid contact of the cobas* PCR Media with the skin, eyesor mucous membranes. [fcontact does occur,
immediately wash with large amounts ofwater.

If the collected specimen contains excess blood (specimen has ared or brown color), itshould be discarded and

not used for testing.

Specimens should be handled as ifinfectious using safe laboratory procedures such as those oudined in Biosafety
in Microbiological and Biomedical Laboratories'and in the CLSI Document M29-A4.*

Safety Data Sheets (SDS) are available on request from your local Roche representative.

Reagent handling

Ifcobas* PCR Media is spilled, FIRST clean with asuitable laboratory detergentand water, and then with 0.5% sodium
hypochlorite.

Dispose of unused reagents, waste and specimens in accordance with all applicable regulations.

Do not use a kit after its expiration date.

Ensure that the cap is tightened when closing the cobas* PCR Media Tube.

Do not pre-wet swab in cobas* PCR Media before collection.

Good laboratory practice

Always follow Good Laboratory Practices/Good Clinical Practices (GLP/GCP).
W ear protective disposable gloves, coats, and eye protection when handling specimens and kit reagents. Wash hands
thoroughly after handling specimens and kit reagents.
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cobas® PCR Media Dual Swab Sample Kit

Specimen collection

Vaginal swab specimen collection - clinician collection
WARNING: DO NOT PRE-WET SWAB IN cobas® PCR MEDIA BEFORE COLLECTION!

t. COLLECT: In one hand, hold the woven swab CSwab A) with Nee scoreline above
your hand and insert the swab about 5 cm C2 inches] into the vaginal opening.
Gently turn the swab in a clockwise direction for about 30 seconds while rubbing

cobas” PCR Media Tube the swab against the walls of the vagina.

Woven Swab: A

Flocked Swab; B

NOTE: Do NOT use flocked swab CSwab B) for vaginal
sample collection.

Withdraw the swab carefully. Do not let the swab touch any surface before placing it
into the collection tube.

BREAK: Carefully
leverage the swab
against the tube rim

2. ALIGN: Remove the cap from the
cobas* PCR Media Tube and lower the
swab specimen into the tube until the

cap the cobas* PCR
Media Tube. The

0796860A001-04EN
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visible scoreline on the swab is aligned
with the tube rim. The bud of the swab
should not be submerged into the
liquid prior to breaking the shaft
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to break the swab
shaft at the
scoreline.

specimen is now
ready for transport
Discard the top

portion of the swab.



cobas® PCR Media Dual Swab Sample Kit

Specimen transport and storage

- Following specimen collection, transport and store the cobas* PCR Media Tube containing the collection swab at
rC to3o0“C.
- Consult the test-specific Instructions for Use for collected specimen stability claims.

- Transportation ofcollected specimens must comply with all applicable regulations for the transport ofetiologic agents.”®

Vaginal swab specimen collection - clinician instructed self-collection

WARNING: DO NOT PRE-WET SWAB IN cobas® PCR MEDIA BEFORE COLLECTION!

The cobas*” PCR Media Dual Swab Sample kit contains: 1. POSITION: In one hand, hold the woven swab (Swab A)
with the scoreline above your hand and with the other hand

cobas* PCR Media Tube separate the folds of skin around the vaginal opening pabia).

Woven Swab; A
Flocked Swab: B

NOTE: Do NOT use flocked swab (Swab B) for
vaginal sample collection.

2. COLLECT: Insert the swab about 5 cm (2 inches) into the 3. OPEN TUBE: While holding the
vaginal opening. Gently turn the swab in a clockwise swab in the same hand, remove
direction for about 30 seconds while rubbing the swab the cap from the tube as shown
against the wall of the vagina. Remove the swab carefully. above.

Do NOT touch the swab to any surface before placing
into the collection tube.

07968604001-04EN
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cobas”™ PCR Media Dual Swab Sample Kit

4. ALIGN: Lower the swab into the tube 5. BREAK: Carefully lean the swab against the tube rim to
until the visible scoreline on the shaft is break the swab shaft at the scoreline.
lined up with the tube rim. I>ie bud of
the swab should not be submerged into 6. CLOSE: Tightly close the cobas™ PCR Media Tube.
the liquid prior to breaking the shaft Return the sample to your healthcare provider as

instructed. Discard the top portion of the swab.

Specimen transport and storage

. Following specimen collection, transport and store the cobas‘PCR Media Tube containing the collection swab at

r~c to so”c.
- Consult the test-specific Instructions for Use for collected specimen stability claims.

- Transportation ofcollected specimens mustcomply with all applicable regulations for the transportofetiologic agents.’

07968604001-04EN
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cobas® PCR Media Dual Swab Sample Kit

Endocervical swab specimen collection
WARNING: DO NOT PRE WET SWAB IN cobas® PCR MEDIA BEFORE COLLECTION!

1. CLEAN: Using the woven swab [Swab A), remove excess
mucus from the cervical os and surrounding mucosa.

cobas™ PCR Media Tube Discard the swab after cleaning.

Woven Swab: A NOTE: Cleaning excess mucus from the cervical os is

Flocked Swab: B required to ensure an adequate sample is obtained for
processing.

2. COLLECT: To collect the specimen, hold flocked swab (Swab B) with the scoreline
above your hand and insert into the endocervical canal. Gently rotate the swab 5 times
in one direction in the endocervical canal. Do not over-rotate. Carefully withdraw the
swab, avoiding any contact with the vaginal mucosa.

3. ALIGN: Remove the cap from the cobas*
PCR Media Tube and lower the swab
specimen into the tube until the visible
scoreline on the swab shaft is aligned
with the tube rim. The bud of the swab
should not be submerged into the liquid

prior to breaking the shaft.

07968604001-04EN
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cobas® PCR Media Dual Swab Sample Kit

4. BREAK: Carefully 5. CLOSE: Tightly
leverage the swab re-cap the cobas"
against the tube PCR Media Tube.
rim to break the The specimen is
swab shaft at Nee now ready for
scoreline. transport Discard

the top portion of
the swab.

Specimen transport and storage

. Following specimen collection, transport and store the cobas* PCR Media Tube containing the coUection swab at

2“C to 30“C.

. Consult the test-specific Instructions for Use for collected specimen stability claims.

. Transportation of collected specimens must comply with all applicable regulations for the transport ofetiologic agents.

07968604001-04EN
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cobas® PCR Media Dual Swab Sample Kit

Meatal swab specimen collection - clinician or clinician instructed self collected
WARNING: DO NOT PRE-WET SWAB IN cobas* PCR MEDIA BEFORE COLLECTION!

The cobas® PCR Media Dual Swab Sample kit contains;

cobas* PCR Media Tube

Woven Swab: A

Flocked Swab: B

NOTE: Do NOT use flocked swab (Swab B) for meatal
sample collection

1. COLLECT: To collect the specimen, hold the swab with the scoreline above your hand. Turn
the swab in a clockwise direction for about 30 seconds while rubbing the swab around the
tip of the penis.

Move away the swab carefully. Do not let the swab touch any surface before placing it into
the collection tube.

07968604001-04EN
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cobas® PCR Media Dual Swab Sample Kit

3. BREAK: Carefully

cobas* PCR Media Tube and lower the leverage the swab cap the cobas’ PCR
swab specimen into the tube until the against the tube rim Medl.a TUb_e- The
visible scoreline on the swab is aligned to break the swab specimen Is now
with the tube rim. shaft at the ready for transport

scoreline. Discard the top
portion of the swab.

Specimen transport and storage

. Following specimen collection, transj?ort and store the cobas* PCR Media Tube containing the collection swab at
2"C to 30"C.
. Consult the test-specific Instructions for Use for collected specimen stability claims.

. Transportation ofcollected specimens must comply with all applicable regulations for the transportofetiologic agents.’

07968604001-04EN
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cobas® PCR Media Dual Swab Sample Kit

Oropharyngeal (throat) swab specimen collection
WARNING: DO NOT PRE-WET SWAB IN cobas® PCR MEDIA BEFORE COLLECTION!

cobas* PCR Media Tube

Woven Swab: A
Flocked Swab: B
NOTE: Do NOT use flocked swab (Swab B) for throat

sample collection.

1. COLLECT: To collect the specimen, hold the swab with the scoreline above your hand and
insert the swab into the mouth and collect the specimen from the bilaterial posterior
pharynx, both tonsils and the uvula.

Withdraw the swab carefully. Do not let the swab touch any surface before placing it into
the collection tube.

07968604001-04EN
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2. ALIGN: Remove the cap from the
cobas* PCR Media Tube and lower
the swab specimen into the tube until
the visible scoreline on the swab is
aligned with the tube rim. The tip of
the swab should not be submerged
into the liquid prior to breaking the
shaft

Specimen transport and storage

2“C to 30°C.

07968604001-04EN
Doc Rev. 4.0
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3. BREAK: Carefully
leverage the swab
against the tube rim
to break the swab
shaft at the
scoreline.

cobas® PCR Media Dual Swab Sample Kit

PCR Media Tube.
The specimen is
now ready for
transport Discard
the top portion of
the swab.

Following specimen collection, transport and store the cobas* PCR Media Tube containing the collection swab at

Consult the test-specific Instructions for Use for collected specimen stability claims.

Transportation ofcollected specimens mustcom ply with all applicable regulations for the transportofetiologic agents.’
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cobas® PCR Media Dual Swab Sample Kit

Anorectal Crectal) swab specimen collection
WARNING: DO NOT PRE-WET SWAB IN cobas® PCR MEDIA BEFORE COLLECTION!

The cobas"” PCR Media Dual Swab Sample kit contains:

cobas* PCR Media Tube

Woven Swab: A

Flocked Swab: B

NOTE: Do NOT use flocked swab (Swab B) lor rectal sample
collection.

1.COLLECT: To collect the specimen, hold the swab with the scoreline above your hand and
insert the swab about 3 to 5 cm (1-2 inches) into the anal canal. Gently turn the swab in a
clockwise direction for about 5-10 seconds while running the swab against the walls of the
rectum. If the swab is grossly contaminated with feces, discard and repeat the collection.

Withdraw the swab carefully. Do not let the swab touch any surface before placing it into
the collection tube.

07968604001-04EN
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cabas PCR Media Dual Swab Sample Kit

2. ALIGN: Remove the cap from the 3. BREAK: Carefully 4. CLOSE: Tightly
cobas” PCR Media Tube and lower leverage the swab re-cap the cobas*
the swab specimen into the tube until against the tube rim PCR Media Tube.
the visible scoreline on the swab is to break the swab The specimen is
aligned with the tube rim. The tip of shaft at the scoreline. now ready for

transport Discard
the top portion of
the swab.

the swab should not be submerged
into the liquid prior to breaking the
shaft.

Specimen transport and storage

- Following specimen collection, transport and store the cobas* PCR Media Tube containing the collection swab at
r"C to 30“C.
. Consult the test-specific Instructions for Use for collected specimen stability claims.

- Transportation of collected specimens must comply with all applicable regulations for the transport ofetiologic agents.”’

07968604001-04EN
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Document revision

Document Revision Information

Doc Rev. 4.0 Added instructions to turn the swab in a clockwise direction when collecting a specimen.
12/2019 Added “clinician instmcted*“and removed “in a clinical setting” for self-collected
specimens.

Added vaginal lubricants, speculum jellies, creams and gels containing carbomerfs) have
been shown to cause interference and should not be used during or prior to sample
collection.

Updated the harmonized symbol page.

Please contact your local Roche Representative ifyou have any questions.
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cobas* PCR Media Dual Swab Sample Kit

MpunoxeHne 1 (Pa3fgen cneynanbHo npefHa3HayYeH ANS MWHCTPYKLUM NO NPUMEHEHUIO HA PYCCKOM A3blKe.)

Cpok rogHocTu
Ha6op cobas® PCR Media Dual Swab Sample Kit ctabunen npu 15-30°C o OKOHYaHUSA yKa3zaHHOro cpoka
rogHocTn (MakcMmanbHO 24 mMecsua ¢ AaTbl U3roToB/eHus. [laTy U3roTOB/IEHMS CM. Ha YMaKoBKe).

Ha3HaueHue

3TOoT Habop 6bIT BaIMAMPOBAH A1 UCMNO/Ib30BaHWUA CO CeayoWnumMmn TectaMmn:

- cobas® SARS-CoV-2 ansa ncnosb3oBaHMA B cuctemax cobas® 6800/8800*

- cobas® SARS-CoV-2 & Influenza A/B gnsa ncnonb3oBaHus B cuctemax cobas® 6800/8800*

*Cncrtema cobas 8800 He 3apervcTpmpoBaHa U He nnaHupyeTcsa ana obpalieHusa Ha Tepputopum PO.

NMokasaHnA
Ha6op cobas® PCR Media Dual Swab Sample Kit ncnonb3syetcsa gns céopa n TpaHCNOPTUPOBKM 06pa3LoB
6nomaTtepuana 4yesnoBeka. Cpega gnsa MUP cobas® PCR Media cTtabunnsnpyeT HYK/JIE€UHOBYHK KUCMIOTY

o6pasua YesloBeKa Npy TPAHCNOPTUPOBKE N XPaHEeHUN.

MpoTMBOMNOKa3aHUs
He npumeHMMo, MeAnLMHCKOe n3genne npegHasHavyeHo Ans nabopaTopHoi AMarHOCTUKN.

Mo60ouHbIe AeiicTBuUS
He npumeHUMO, MeanuMHCKoe n3genve npegHasHavyeHo a1 nabopaTtopHoOi ANarHOCTUKMN.

TeopeTuyeckoe o6ocHoBaHue. MpuHuynn paboTsol

Habop pgna c6opa wn TpaHCNOPTMPOBKM 06pasyoB OGuomaTepuana 4YesnioBeka CO CTabununsupytouiei
HYK/MENHOBbIE KUC/OTbl cpepoin (cobas® PCR Media), B BapuaHTax UCMOSIHEHUSA COCTOUT U3 NPOBMPOK U
TaMnoHOB AN B3ATUS 6romatepuana. NMpobupku coaepkaT cpedy, KoTopas cCTabunmsnpyeTt HyK1eMHOBYIO
KMCNOTY B3ATOro o6pasLa yenoseka Npy TPaHCNOPTUPOBKE U XpPaHEHUN.

Bpay wan yenoBek camocTOATEe/IbHO MPOM3BOAUT B3siTME BGuomMaTepuana TaMnoHOM, BXOASIWMM B Habop,
COrNacHO WHCTPYKUMM N0 nNpuMMeHeHuw. TaMnoH ocTaeTcsa BHYTpuM  npob6upkn. [pobupka
TpaHcnopTupyeTcs A0 MecTa TeCTUPOBaHUA.

O6pasubl, cobpaHHble C npumeHeHnem Habopa cobas® PCR Media Dual Swab Sample Kit, cnegyet
OTKPbITb U MOXHO 3arpy3nTb NPsSMO Ha WTaTuUBbl A8 06pa3LoB B cMcTemMax cobas® 6800/8800*. MNepeHoc
BO BTOPUYHYI NpobupKy He TpebyeTcs. MNMpobupkun ¢ cpepoii gna ML P cobas® PCR Media ycTaHaBnmBarkT
B WTatme MPA 16 MM cBeTno-3eneHbin 7001-7050 (apTukyn 03143449001), n UX MOXXHO UCMOMbL30OBaTb
BMecCTe C TaMNOHOM B npobupke. O6pasubl, cobpaHHble C NnpuMmeHeHnem Habopa cobas® PCR Media Dual
Swab Sample Kit, cnegyet TecTupoBaTb C UCNOMb30BaHWEM onuun Bbibopa Tuna obpasya cobas® PCR
Media swab' B nonb3oBatesisCKoM MHTepgeiice (Ul) cobas® SARS-CoV-. 2.

MpaBWAbHO B3SITbIAi Ma30K A0/HKEH COCTOSATb U3 OAHOr0 TaMMOHa C OT/IOMJIEHHbIM CTEPXXHEM MO JSIMHUU
oT/ioma. CTep>XXHW TaMMoHa, OT/IOM/IEHHblE Bbllle JIMHUX OT/IOMa, 6yayT ANUHHee, yeM TpebyeTcs, U Ux
MOXHO COFHYTb, YTOGbI OHN MOMECTU/INCL B NPOBUPKY co cpenoii ona MLUP cobas® PCR Media. 3To moxeT
nomMelwaTb CUCTEME [03MPOBaHWUSA, 4YTO MOXET MpMBECTU K noTtepe obpasua, OowubKe npu MNonyyeHun
pe3ynbTaToB TecTa UW/mMnn MexaHnyeckomy MoBpexaeHuto npubopa. Ecnu cTtep)eHb TamnoHa ¢ 06pasLom
OT/IOMaH HenpasBwu/bHO, Heob6XxoA4MMO M3BAeYb TaMMnoH nepeq 06paboTko ob6pasya B cuctemax cobas®
6800/8800*. Mpu yTnamnsaumm TaMnoHoB ¢ 06pasuomM cregyeT cobnogartb OCTOPOXHOCTbL, HE AonycKaiite
3arps3HeHus, nonagaHus 6pbI3r AN KacaHUs TaMMOHOB APYrMX NOBEPXHOCTEN BO BPeMs yTuUamsauuu.
MocTtynawuwme npobupkun co cpenoii ana ML P cobas® PCR Media 6e3 TaMNOHOB UK C ABYMS TaMNoHaMu,
ObINN B35ATbl C HAPYLWEHMEM UHCTPYKLUMIA MO NPUMEHEHUIO COOTBETCTBYHOLWEro Habopa Ansa cbopa o6pasLos
1 He noanexart TecTMpoBaHuio. MNpu HeobXxoaMMOCTM TECTUPOBaHNSA 06pasLa, coaepikallero Asa TaMnoHa B
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cobas”PCR Media Dual Swab Sample Kit
MpunoxeHne 1 (Pasgen cneynanbHO nNpegHasHavyeH 418 UHCTPYKUUM MO MPUMEHEHNI0 Ha PYCCKOM fA3bIKe.)

Cpok rogHoctn
Hab6op cobas® PCR Media Dual Swab Sample Kit ctabuneH npu 15-30°C 40 OKOHYaHUS yKa3aHHOIO CPOKa
rogHocTn (MakcMmanbHO 24 Mecsua ¢ AaTbl M3roToBneHus. [JaTy M3roTOBNEHMS CM. Ha YNaKoBKe).

HasHaueHue

3TOT Habop OblN BaIMAMPOBaH 415 UCNOMb30BaHWS CO CNeLYOLMMN TeCTaMu:

. cobas® SARS-CoV-2 gns ucnosib3oBaHUA B cucteMax cobas® 6800/8800*

. cobas® SARS-CoV-2 & Influenza A/B gns ncnonb3osaHusa B cucteMax cobas® 6800/8800*

*Cuctema cobas 8800 He 3aperncTprpoBaHa 1 He NnaHupyeTcsa A5 obpalleHns Ha Tepputopun PO.

[MokasaHuA

Ha6op cobas® PCR Media Dual Swab Sample Kit ncnonbsyercs ans céopa v TpaHCNOPTUPOBKM 06pa3LoB
6romatepuana yvenoseka. Cpega gna MNUP cobas® PCR Media ctabunusmpyeT HYKNenMHOBYHO KUC/IOTY
06pasLa yesnoBeka Npu TPAHCMOPTMPOBKE U XPaHEHUN.

MpoTuBONOKa3aHMs
He npMmeHUMO, MeULIMHCKOe MU3Aenne NpeHasHauyeHo A1 1abopaToOPHOI ANarHOCTUKN.

Mo6oYHble AeiicTBUA
He npumeHMMO, MeaMLMHCKOe M3feNne NpefHa3HayYeHo Ans nabopaTopHO AnarHOCTUKMN.

TeopeTnyeckoe o60cHOBaHMe. MNpuHLUKUN paboThbl

Habop ana c6bopa ¥ TpaHCMOPTMPOBKM 06pasuoB 6GuomaTepuana YenoBeKa CO CTabuMAM3UpyoLLEN
HYK/IEMHOBbIE KMCNOTbI cpepoit (cobas® PCR Media), B BapaHTax UCMOMHEHWUS COCTOUT M3 NPOOMPOK U
TamMMNoOHOB /151 B3ATUA GuomMaTepuana. MNpobupky cogepxkar cpeay, Kotopas CTabunmampyet HyKeMHOBYHO
KICNOTY B3ATOro 06pasLa YenoBeKa npy TpaHCNOPTUPOBKE N XPaHEHNN.

Bpay nnv 4yenosek CamMOCTOATENbHO MPOM3BOAMT B3sATME BuOMaTepuana TamrnoHOM, BXOAALLMM B Habop,
COrNlaCHO  MHCTPYKUMM MO  MNPUMEHEeHUO. TamnoH OocTaeTcs BHyTpM npobupku. Mpobupka
TPaHCNOPTUPYETCS O MecTa TECTUPOBaHMS.

O6pasupl, cobpaHHble ¢ NpumeHeHMem Habopa cobas® PCR Media Dual Swab Sample Kit, cnegyet
OTKPbITb U MOXHO 3arpy3uTb NPSMO Ha LITaTUBbI A5 06pa3LoB B cucteMax cobas® 6800/8800*. MepeHoc
30 BTOPUUHYHO NPO6UpPKY He TpebyeTcs. MNMpobupkm ¢ cpeaoin ans MLP cobas® PCR Media ycTaHaBnmMBaroT
B wratme MPA 16 mm cBeTno-3eneHblii 7001-7050 (apTvkyn 03143449001), 1 UX MOXHO UCMO/b30BaTb
BMeCTe C TaMNOHOM B Nnpobupke. O6pasLpbl, CObpaHHbIE C NPUMEHeHMEM Habopa cobas® PCR Media Dual
Swab Sample Kit, cnegyeT TecTMpoBaTb C MCMONb30BaHMEM OnuuKn Bblibopa Tuna obpasuya cobas® PCR
Media swab' B nonb3osaresibckom nHTepeice (Ul) cobas® SARS-CoV-. 2.

MpaBuIbHO B3ATHIA Ma30K LO/HKEH COCTOSTb M3 OLHOrO TaMMoHa C OT/IOM/IEHHBbIM CTEPXXHEM MO MHUN
otnoma. CTEPXXHM TamrnoHa, OT/IOM/IeHHbIe Bbille MHWAM OT/I0Ma, OyAyT ANMHHEE, YeM TpebyeTcd, U MX
MOXHO COrHYTb, YTOObI OHM MOMECTUANCHL B NPOBMPKY co cpepoin ans MLP cobas® PCR Media. 310 MoXeT
nomeLlatb CUCTeMe [O3MPOBaHWUA, YTO MOXET MPUBECTU K MoTepe obpasua, OWMOKe Npu MosyyeHuu
pe3ynbTaToB TecTa /UM MexaHM4YeCcKOMy MOBPeXAeHWI0 npnbopa. Ecnn cTep)keHb TamMnoHa ¢ 06pasLom
OT/IOMaH HenpaBW/bHO, HEOOXOAMMO M3BNEYb TaMMoOH fepes 06paboTKoW obpasua B cuctemax cobas®
6800/8800*. Mpu yTnAn3aUMm TamnoHOB C 06pa3LoM cneayeT cobo4aTb OCTOPOXHOCTb, He AOMyCKaliTe
3arpsisHeHns, nonagaHna 6pbI3r UK KacaHWs TaMMOHOB APYrvX MOBEPXHOCTEN BO BPEMS YTUAN3ALMN.
MocTtynatowime npobupku co cpepoit ans MNLP cobas® PCR Media 6e3 TaMNOHOB WK C ABYMS TaMMOHaMM,
OblNK B3ATbI C HAPYLLUEHNEM UHCTPYKLMIA NO NPUMEHEHMIO COOTBETCTBYHOLLLEr0 Habopa A/1a c6opa 06pasLos
1 He NOAJIeXaT TeCTMpoBaHuio. Mpy HeobX0AMMOCTM TeCTUPOBaHWA 06pasLia, CoLepXKallero sa TaMnoHa B
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cobas* PCR Media Dual Swab Sample Kit
MpunoxeHue 1 (Pasgen cneuvanbHO NpefHasHayYeH AN UHCTPYKUUU MO NPUMEHEHUIO Ha PYCCKOM SA3bIKe.)

nepBunyHbIX Npobupkax ¢ MUP cpegoii cobas® (cobas® PCR Media), B NOAroTOBNEHHYH BTOPUYHYIO
NPOGUPKY CO LUTPUX-KOAOM cneayeT nepeHecTn 0,6 mn.

MHorga noctynarouive TamnoHbl ¢ 0bpasuamMn cofepxart M3bbITOUHYH C/M3b, KOTOpas MOXKET BbI3BaTb
OLNOKY [03MpoBaHuA (Hanpumep, CryCTOK UAW Apyrue NpensaTcTeus) B cucTemax cobas® 6800/8800%*.
Mepes NOBTOPHbIM TECTMPOBaHWEM 06pasloB, B KOTOPbIX MPUCYTCTBOBa/IM CryCTKM BO Bpems
nepBoHaYasbHON 06paboTKW, CcnefyeT W3BNAeYb WM BbIOPOCUTbL TaMMOH, 3aTeM MOBTOPHO 3aKpbiThb WY
BCTPSAXHYTb 3TV 06pasLbl B TeueHue 30 CEKyH[l, UTOObI paccesTb U30bITOUHYH) C/M3b.

TamnoHbl ¢ 06pa3LoM MOXXHO TecTMpoBaTb MO ABa pasa B cucTeMax cobas® 6800/8800, nmoka TaMmnoH
HaxoauTca B Npobupke. Mpy HEO6XOLMMOCTY NPOBELEHNS 4ONONHUTEILHOIO TeCTa UK eciv Nepsblii TeCT
He MpoifeH n3-3a OWMNOKM [03MPOBaHNsA 0bpasua (Hanpumep, 1U3-3a CrycTka Wan gpyroro npenstcraus),
HEeo6X0AMMO 13B/IEYb TAMIMOH, a 06beM OCTaBLLEVCS XNAKOCTM LO/DKEH COCTaBNATL He MeHee 1,0 M.

+Cuctema cobas 8800 He 3aperMcTpmpoBaHa 1 He niaHMpyeTcs Ans obpalleHns Ha Tepputopumn PO.

MpuHUMN paboTbl ¢ Habop gnsa c6opa 1 TpaHCMOPTUPOBKM 06pa3LoB.
Hwxe npefcTaBneHa cxema paboTbi:

KoMnneKT nocTtaBku

Habop Aans cbopa M TpPaHCNOPTMPOBKM 06pa3LoB Guomatepuana YenoBeKa CO CTabUAM3MpytoLel
HYKNenHOBbIE KUCNOTbI cpefoit (cobas® PCR Media), BapnaHT ncnonHeHus cobas® PCR Media Dual Swab
Sample Kit, B cocTase:

1 Mpo6upka co cpepoin ans MNLP cobas® PCR Media Tube, He 6onee 100 wt/yn.

2. TKaHeBbIli TaMMoH, He 6onee 100 wT/yn.

3. ®nok-TaMnoH, He 6onee 100 wr/yn.

pH, NI0THOCTL
pH 7,3-7,7 npu 22 °C
MnotHocTb 1,097 +10% r/cm3

C60p 1 NoaroToBKa MaTtepvana /it UCCef0BaHus
B3siTve 06pa3L,0B MasKoB U3 Hoca (13 HO3Apeit) Bpayuom
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cobas* PCR Media Dual Swab Sample Kit

MpunoxeHue 1 (Pasfgen crneyvanbHO NpefHasHauyeH As UHCTPYKLUK Mo NPUMEHEHUNI0 HA PYCOOM si3bIKe.)

TpaHcnopTUpoBKa 1 XpaHeHWe 06pasL,oB

e TpaHCnopTMpOBKa B3ATbIX 06pa3Li0B AO/MKHA BbIMONHATLCA B COOTBETCTBUM CO BCEMM MPUMEHVMbIM
npasuniaMy TPAHCMOPTUPOBKN 3TUONOMMYECKNX areHTOB.

» TpaHcnopTMpoBKa M XpaHeHMe 06pa3LoB, B3ATbIX C MCMosb3oBaHWeM cpeabl ans MLUP cobas® PCR
Media, O/MKHA OCYLLECTBNATLCS CNEeAYHOLLMM 06pa3oM:

0 [locne B3TNA 06pasLOB C UCMOMb30BaHWeEM cpefbl cobas® TMLP cpeabl unm 0,9% r3nMonornyeckoro
pacTBopa obpasel, JO/MKEH XpaHUTLCS Npu Temnepatype 2-8°C 1 nognexarts 06paboTke B TeyeHme 48
4acos.

» CrabunbHOCTb 06pasua Npu 1UCnonb3oBaHMK cucteMbl cobas® SARS-CoV-2 He 6blna yCTaHOBMEHA AN
npegnonaraeMbix Temnepatyp W BpPeMeHM, HO OCHOBaHa Ha [AaHHbIX O >KWU3HEeCrnocoOHOCTU Mpw
TecTUpoBaHUM NOA06HbLIX BUPYcoB B cuctemax UTM-RT mnm UVT, KakK ykazaHO B UHCTPYKLMSAX MO
ncnons3osBaHuio cucteMbl Copan UTM-RT v nokas3aHO HUKe:

0 [locne oT6opa obpasew, AO/MHKEH XpaHUTLCA Npu Temnepatype 2-25°C 1 nofgnexkaTtb 06paboTke B TeHeHNe
48 4acos.

0 Ecnvn Bpems foctaBku 1 06paboTKuM npesbILLaeT 48 yacos, 06pasLbl HE06X0AMMO TPaHCNOPTMPOBaTb

B CYXOM /by W 3aMOPO3nTb B nabopatopun npu Temnepatype -70 °C namn Huxe.

HeobxoayMble MaTepuasnbl (He BXOAAT B KOMMJIEKT MNOCTaBKM)

e CucTtemoin aBTOMaTM3MpOBaHHOI cobas® 6800 gns npoBefeHUs aHasiM3a HYKAEMHOBBLIX KUCOT C MOMOLbIO
nonMmMmepasHon uenHoi peakuyun (cobas® 6800), B BapuaHTax WCMAOMIHEHMS: CTauWUOHapHbIA, MOABWKHbIN,
nponssoAcTea "Pow AuarHoctuke M'm6X", FepmaHns, perncrpaymoHHoe ygoctosepeHmne Ne P3H 2019/8973 (panee
no Tekcty Cobas® 6800).

- PeareHTbl B KacceTe ans ob6HapyxeHus PHK SARS-CoV-2 metogom real-time PCR B Ma3kax W3 HoOca,
HOCOI/IOTKA W POTOr/IOTKM Ha cUCTeMe aBToMaTu3npoBaHHO cobas® 6800 (cobas® SARS-CoV-2), BapuaHThl
ucnosiHeHnsa Ha 192, 480 TectoB, npowussoacTsa «Roche Molecular Systems, Inc.» («Pow Monekynsap Cucrteme
NHK.»), CLU A (panee no Tekcty 6800 (cobas® SARS- CoV-2).

- PeareHTbl B kacceTe A/19 obHapy>xeHns PHK SARS-CoV-2, Bupyca rpunna A u/vnu Bupyca rpynna B metogom
real-time PCR B Ma3kax 13 HOoca 1 HOCOTI0TKN Ha CUCTeEMe aBToMaTU3MpoBaHHO cobas® 6800 (cobas® SARS-CoV-
2 & Influenza A/B/SCoV2-FIuA/B), npoussoactea «Roche Molecular Systems, Inc.» («Pow Monekynsap Cucteme
MHK.»), CLUI A (manee no Tekcty cobas® SARS-CoV-2 & Influenza A/B).

VHhopmaunsi o maTepuanax M3roToBieHNs

Ob6pasey, Matepuan MponssoguTenb
ThermoFisher Scientific, Rochester,
Mpobupka MonnnponuneH NY. USA
MonuaTuneH BbICOKOM nnoTHocTn  ThermoFisher Scientific, Rochester,

Kpbilwka npo6upkm HN3KOro AaBneHns NY, USA
CTep>xeHb -CMeCb MOINCTUPOSIOB

HP# 3022

TKaHeBbI TaMMNOH HakoHe4YHVK - nonuacupHoe

BOJIOKHO HP# 7022 PACUR LLC, USA
Apnresns HP# 5004

CTep>XeHb - CMecb MOJINCTUPOJIOB

doK-TamMnoH HP# 3203

PACURLLC, USA
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cobas* PCR Media Dual Swab Sample Kit

MpunoxeHue 1 {Pasgen cneunanbHo NpeAHasHayYeH ANt UHCTPYKLUMMW MO MPUMEHEHMWIO HA PYCCKOM si3bIKe.)

NHanengyanbHaa ynakoBka
TKaHeBOro TamnoHa/nokK-
TamnoHa (BEPXHSASA 4acTb)

NHaovBuayanbHaa ynakoBka
TKaHeBOro TamnoHa/nokK-
TamnoHa (HUXHASA 4acTb)

YnakoBka TamroHa u
NPooupKK (BEPXHAS YacTb)

YnakoBka TamnoHa u
nPo6UpPKN (HMKHAS 4acTb)

KapToHHas kopobka

HakoHeuHuK: FK nonuacrep
Apresms; AD FK-2
TepMon/iaBkoe MoKpbITUE;
ynaoTHeHHaa 6ymara ans
3aneyaTbiBaHUS BEPXHENR Yactu
YyMaKoBKu

TPP-O0O33A

Cononuacpup 7mi HP# 4113
Copolyester 6763

PLP 200 HP# 4094

TepMOnnaBKoe NOKPbITUE;
ynnoTHeHHas 6ymara ons
3aneyarbiBaHMA BepxXHeli Yyactu
yNakKoBKM

TPP-O033A
3tunensuHunauetat (EVA)/
SURLYNTM/EVA
(CoakcTpygmpoBaHHasa rmbkas
nieHka s hopmMoBaHns)

FogpurpoBaHHbIi KapToH (E-flute)
/KpadpTnaiiHep (TBepAbili 6eneHbii

TPP (Phoenix Partnership Ltd,
United Kingdom)

PACURLLC,USA

TPP (Phoenix Partnership Ltd,
United Kingdom)

The Dow Chemical Company, M1,
USA

Colbert Packaging Corporation, IL,
USA

cynbgar)

Y nakoBKa

MapameTpbl NpobupKKu cobas® PCR Media:

Mpo6upka cobas® PCR Media npeactasniseT co60i Npo3padHyo NoANMPOnuIeHoBYO NPOBUPKY C
KPYr/ibIM JHOM C 3aBUHUYMBAIOLLENCS KPbILLKOW XXENTOro LiBeTa.

[nvHa (c Kpbnnkoit): He 6onee 105 mm

Ovametp npobupkn: 15,8 £+ .2 (Mm)

O6bem NPobUpKM (MakCcMMasibHasi BMECTUMOCTbL): He 6onee 13 mn
36bem cpefibl B MPo6UpKe He 6onee 4,3 MmN

Martepvan: noaMnponunneH

MMapamMeTpbl KPbILLKHN:

[nunHa (Bceld Kpbnrku), He 6onee 19,7 Mv

LLInprHa (Bcei KpbILLKK), He 6onee 19,7 MM

BbicoTa (Bceli Kpbnnku), He 6onee 14,6 Mm

LLBeT: XenThblii

Martepwuan: IMonnaTuieH BbICOKOWA NIOTHOCTW HU3KOIO AaB/eHNs

Bce pa3mepHble AONMYCKN AN5 KPbMNMEK BbLIOMHEHbI cornacHo 1ISO 2768-mk, 1SO 8015 n DIN 16901-150.

1 TKaHeBbI TaMMOH

MNacTUKOBbLIN CTEPXKEHb C PUCKOW N HAKOHEYHWKOM M3 NONMU3CTEpPa
[nvHa TaMnoHa (BKNoYas HakoHeYHuK): 150,8 - 153,97 (Mm)

CTepXXeHb C PUCKOW Ha pacCTOsHUM He 60/ee 68,6 MM OT KOHL,a TaMnoHa
[namvetp cTepxHa: 2,46 - 2,62 (Mm)

[nvHa TamnoHa (HakoHeYHuKa): 16,43 - 22,43 (Mm)
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cobas* PCR Media Dual Swab Sample Kit
MpunoxeHne 1 (Pasgen cneymanbHO NpegHasHayeH A7 UHCTPYKUUM MO MPUMEHEHMIO Ha PYCCKOM A3blKe.)

OunameTtp TamnoHa: 4,95 - 6,53 (Mm)
Martepunan CTepXXHA: NIacTUK
Martepunan TamnoHa: nonuMactep

2. P NoK-TaMMnoH

MNacTUKOBBIN CTEPXKEHb C PUCKOM M HAKOHEYHUKOM U3 NONNacTepa

[JnnHa TamnoHa (BKNYas HaKOHEYHUK): He 6onee 153,42 mm

Touka oT/I0Ma (pUCKa Ha CTepXxHe) Ha paccTosiHuK 70 + 0,51 (MM) OT KOHUa TammnoHa
OvnameTp ctepxHs: 2,49 + 0,076 (Mm)

[nvHa TamnoHa (HakoHeYHuKa): He 6onee 14,99 mm

[OunameTp TaMnoHa (HaKOHEYHMKaA): He 6onee 3,43 MM

Martepuan CTepXHsa: NnacTuk

MaTtepuran TamnoHa: nonuacTep

MapamMeTpbl yNakoBKN TaMMNOHOB:

YnakoBKa TaMMoOHOB, pa3Mepbl (4/IMHa X LWMPUHA X BbicoTa): He 6osiee 200 Mm X 30 MM X 8 MM

MaTtepuan MHAMBMAYaIbHON YNaKoBKN TKaHEBOIO TaMNoHa/(h0K-TaMMnoHa (BEPXHSS YacTb):
TepMONNaBKOe NOKPbITUE; YNNIOTHEHHaA Oymara /15 3aneyatbLlUaHns BepXHeli 4acTu ynakoBku, TPP -
OQO33A

Matepuan NHAMBULYaIbHON YNaKOBKN TKAHEBOrO TamMMoHa/(IoK-TaMnoHa (HYKHASA YacTb): Cononmagump
7mi HP# 4113 Copolyester 6763, PLP 200 HP# 4094

MapameTpbl yNakKoBKM TaMMOHOB C NPOOUPKOIA:

Pa3mepbl (4/1MHa X LWWMPUHA X BbICOTa): He 60/1ee 240 MM X 76 MM X 23 MM

MaTepunan ynakoBk/ TammnoHa 1 Npooupkun (BepXHASA YacTb): TEPMOIIaBKOe NMOKPbLITUE; YNIOTHEHHAA
6ymara ans 3anevatbiBaHWs BEPXHEN YacTu ynakoBku, TPP - OO33A

MaTepuan ynakoBK1 TaMnoHa 1 NPoupKN (HWKHAS YacTb): STuneHsuHUnaueTat (EVA)/ SURLYN™ /
EVA (CoskcTpyaupoBaHHas rmbkas niaeHKa ans gopmMoBaHus)

BTopnyHas ynakoBKa:

KapToHHasi Kopobka, pasmepbl (AN1Ha X WNpKHa X BbicoTa): 345 Mm £+ 10 % X 273 MM £ 10 % X 220 Mm+
10%

O6wuin Bec: 2113 r+ 10 %

CopobKa: C OTKUAHOM KPbILLKOW, CKNajblBatoLLeecs AHO, NPOTUBOMbIIEBbIE K/anaHbl, 3aMKU-MPOope3u.
YnakoBKa n3genvs o6ecneynBaeT LOCTaTOUHYHO 3aLUMTY OT MEXaHUYECKMX, KNMMATUYECKNX BO3LENCTBUIA
npw yCnoBux CO6/K0AEHNA NPaBU TPAHCMOPTMPOBKM.

MapKupoBKa

3TUKETKM 1 NPOLLEeCC MapKMPOBKU COOTBETCTBYHOT TpeboBaHNAM, ycTaHaBMBaemblm AupekTusoii 98/79/EC ansa
MeaMLUVHCKNX U3aenuii in vitro gnarHocTuku u ctaHgaptamm EN 1ISO 18113-1, EN I1SO 15223-1.

B cooTteetcTBuU c Aupektnsamu EC Roche Diagnostics ncnonb3yeT cneayoline CUMBOJIbI U 3HaKN:
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cobas’ PCR Media Dual Swab Sample Kit
MpunoxeHnne 1 (Pasgen cneymanbHO NpegHa3HayeH A4S WHCTPYKLMU MO NPUMEHEHWNIO HA PYCCKOM f3blKe.)

KopgoBble 0603HaveHmnsa onacHocTen: H302, H315, H319
KopoBoe 0603HaueHuMe Mep npefocTopoXHocTu: P264, P270, P280
KopgoBble 0603Ha4YeHnsa 0oTBeTHbIX Mep; P301 + P312 + P330, P337 + P313, P501

bokoBas rpaHb (1)

Ha3BaHue n afgpec Npon3BoAnNTeNd

Ha3BaHMs M agpeca HEKOTOPbIX AMCTPUBLIOTOPOB
JloroTun Nnpou3BoOANTENS

bokoBas rpaHb (2)

OduumnmanbHbIi NpeacTaBuTens B EBponelickoMm coobujecTse
CE-mapkunpoBka

MecTo gna meTk UDI (YyHMKanbHbIA nageHTUMkKaTop ToBapa))

O6pasey MEeTKU YHMKaNbHOTO nageHTnuukatopa Toeapa
QR - kop

Fno6anbHbIA HOMEpP TOBapa

Homep nota

[JaTta n3roToBneHmns

Cpok rogHocTHn

KaTanoXHblii HoOMep

bokoBasa rpaHb (3)
HasHauyeHue

MapkKnpoBKa ynakoBKMW TamMnoHa v npobumpkwu

HanmeHoBaHue

MeanunHCcKOe n3genme aonad AMarHoCcTMKM in vitro

HecTepunbHbl i

He ncnonb3oBaTb MOBTOPHO

TemnepaTypHbIn gnanasoH

Cogepxumoe

O6bem cpefbl B npobupke 4,3 mn

O603HauyeHMe: npegynpexpaeHune

KopoBble 0603HavyeHns onacHocTer: H302, H315, H319

KopoBoe 0603HauyeHue mep npefoctopoxHoctu: P264, P270, P280

KopoBble 0603HaYeHNsA 0TBeTHbIX mep: P301 + P312 + P330, P337 + P313, P501
KaTanoXHblii HOMep

BHUMaHMe, CM. MHCTPYKLMWI NO NPUMEHEHUIO, CCbI/TKA HAa 3/1IEKTPOHHY UHCTPYKLWUI NO NMPUMEHEHWIO
CE-mapkupoBka

OduumnmanbHbln NnpegcTaBuTenb B EBponeiickom coobuwectee

HasBaHue n agpec NpoM3BOAUTENS

Homep nota

Cpok rogHocTm

Nlorotnun npounsBognTtens

M apKnupoBKa MHAWBULYANbHOW YNakKOBKM TaMnoHa
HavnmeHoBaHue

CTepunn3oBaHO C UCNONb30BaHWEM 3TUNEHOKCU A
OTKpbIThL 34€Ch
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cobas* PCR Media Dual Swab Sample Kit
MpunoxeHne 1 (Pasgen cneymanbHO npeAHasHavyeH A8 WHCTPYKLMKN MO MPUMEHEHWI0 HAa PYCCKOM A3blKe.)

He ncnonb3oBatb MOBTOPHO

KaTanoXHblih HOMep

CE-mapkupoBKa

OduuynanbHblii NnpeacTaBuTenb B EBponelickom coobuecTBe

HasBaHue n afpec Npon3BoANTENA

Norotun nponssoaunTensa

Y Ka3aHue: npoussefeHo And: Roche Molecular Systems, Inc. (Pow Monekynap Cucteme MHk.), CLUA

MapkupoBKa npobupku cobas® PCR Media
KaTanoXHbll HOMep

HanmeHoBaHMKe

O6bem cpefbl B npobupke 4,3 mMmn
MeguunHckoe nsgenve gns GUarHoCTMKK in vitro
TemnepaTypHbIi guanasoH

O603HaueHne: npegynpexpeHue

Y poBeHb 06beMa XUAKOF0o 6uMomaTepmnana
Homep nayuneHTa

Mma nayunenTa

[daTa B3aTna maTepunana

Homep nota

CpokK rogHocTu

NoroTun npoms3sBognTtens

MakKeT MapKMpPOBKM Ha PYCCKOM 53bIKe

Ha6op ana c6opa M TpaHCNOPTMPOBKMK o6Gpa3uos 6uomaTepuana 4yenoBeka co ctabunusupyouei
HyKnenHoOBble KMCNoTbel cpepoli (cobas® PCR Media), BapuaHT mcnonHenns cobas® PCR Media

Dual Swab Sample Kit, B cocTaBe:

1. NMpo6upka co cpepoih ana NLUP cobas® PCR Media Tube, He 6onee 100 wTt/yn.
2. TKaHeBbl W TaMnNoOH, He 6onee 100 wrt/yn.

3. ®nok-tamMmnoH, He 6onee 100 wt/yn.

PernctpauumoHHoe ygoctoBepeHune Ne oT

CpoOK rofHOCTN CM. Ha ynakoBKe

TemnepaTypa XpaHeHUA CM. Ha ynakoBke

Homep noTa cM. Ha ynakoBKe

NMpounsBoguntenb«Roche Molecular Systems, Inc.», 1080 US Highway 202 South, Branchburg, NJ,
08876, USA (CW A)

M3penne npegHa3HaYeHO TONbKO ANS AMATHOCTUKM in vitro.

YNONHOMOUYEHHbI A NpeAgCcTaBMTeNb NPOM3BOANTENA Ha Tepputopumn P®: O6UL, €CTBO C OTPAaHUYEHHOW
OTBETCTBEeHHOCTbI «Pow AuarHoctuka Pyc» (OO0 «Pow [AwuarHoctmka Pyc»), agpec: 107031, MockBa,
Tpy6Has nnowapgb, A.2. Ten: +7 495 229-69-99, dakc: +7 495 229-62-64. E-mail:

moscow ,reception dia@roche.com

KaTt. Homep: 07958021190

Tpe6oBaHWsi K MapKMpPOBKe TpynmnoBoii YynakoBKW (TPaHCMOPTHOW Tapbl), YCTaHOB/IEHHbIE
N3roToBUTENEM

ToBap C TpaHCMOPTHOM (rpynnoBO) MapKMPOBKOW YyNaKOBKM MCMONb3yeTCcsa TONbKO ANS NepemMel,eHunn
M3nenns ¢ Npou3BOACTBEHHONW Nnowafgkn o COGCTBEHHOTO CKaja NPOM3BOANTENS HA TEPPUTOPUM CTPaHb
n3rotoeuTens. T.0. ToBap C TPaHCNOPTHON MapKMpPOBKOW He nocTaBnsieTcsa Ha TeppuTtopuiw P®. Ha
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cobas* PCR Media Dual Swab Sample Kit

MpunoxeHune 1 (Pasgen cneynanbHo nNpejHasHauyeH 4N WHCTPYKLUM MO MPUMEHEHUI0 HA PYCCKOM A3blKe.)

TPAHCNOPTHOW MapKUPOBKe yKa3aHbl CBEEHUS, UMEo L Necs Ha PerynsapHoil MapKUpOBKe, B TOM Yucne gata
MPOM3BO/ACTBA NPOAYKTA PUKCMPOBAHA.

Ycnosua TPaHCNOPTUPOBKMU

Mepes oTnpaBKOW C 3aBoja MPOAYKT NPOXOLUT KOHTPO/NbHbIE MPOBEPKU. MeXyHapojHble CUMBOMbI Ha
ynakoBKe ¥ chneyuManbHble WHCTPYKLWW MO ObGpaweHMo yKasblBaldT TPaHCNOPTUPOBLW UKY, KakK cnefyeTt
obpawartbca C 3TUM NpoAyKTOM. lMpuM NoNyyeHMM NpPoOAyKTa BHMMaTeNbHO OCMOTpPMUTE ynakoBKy. [Mpwu
Hanuunm N 6blX CNeJ0B HENPABUIBHOTO o6palleHNd UMW NOBPEXAEHUA HEMELNEHHO 06paTMTeCch B OTAenN
ob6cnyXusaHna kKnueHToB Komnanuum Roche Molecular Systems, Inc. (Pow Monekynap Cucteme VHK.) nnm
K permoHaNbHOMY NOCTaBLWUKY.

TpaHCNOpPTMPOBKaA OCYL eCTBAAETCA BCEMW BMAAMMU TpaHCcnopTa B KPbITbIX TPAHCMNOPTHbLIX CpeAcTBax B
COOTBETCTBMM C nNpaBunamy nNepeBO3KW Trpy30B, [AelCTBYHWLWMUMN HA KaxJom Buje TpaHcnopTa.
TemnepaTypa npu TpaHcnoptuposke 15-30 ®C.

Crtepunnsayma

N3genne nocTaBndetcs HecTepuAbHbIM. B KOMNNeKT nocTaBkKM BXOAAT CTepWNbHble TaMMOHbBI,
CTepMnM3oBaHbl C MCNONb30BaHWEM 3TUIEHOKCKUA.

Ha6op npobupok cobas® PCR Media co cTabunuanpyrwein HyKNenHOBbI€ KNCNOTbl Cpepoin agna cbopa u
TpaHCNOPTMPOBKM 06pa3uoB 6Momartepmnana YenoBeka, BapnaHT ucnonHeHusa cobas® PCR Media Dual Swab
Sample Kit - TKaHeBbln TaMNOH, He 6onee 100 wT/yn n ® nok-TamnoH, He 6onee 100 wT/yn.

CooTBetcTtBue ISO 11607 - ¥YnakoBka ANA MEeAUWUWHCKWUX NPOAYKTOB, NPOWeEAWNX 3aKNUYUTENbHYIO
cTepununsayunio

MOCKONbKY CTEPUNbHbIE TAMMNOHbLI yNnakoBaHbl B MHAWBUAYa/NbHY ynakKoBKY, KOTOpas B COOTBETCTBUU C
Tpe6oBaHuaMM ISO 11607-1 cumTaTtbCcsqd YyNakoBOYHbLIM MaTepuanomMm. TecTbl Ha cooTBeTcTBMe ISO 11607-1
HanpaB/ieHbl Ha fJeMOHCTpPaLMIo CTAabWNbHOCTM YNaKOBKN C TeYEHUEM BPEMEHM, YTO MO3BONAET COXPaHATH
CTEPUNbHOCTb TAMMNOHOB. Pe3ynbTaToB TecTa JO/KHO 6bITh AOCTATOYHO ANA NOATBEPXAEHMNSA 3aABNEHHOTO
cpoka xpaHeHus. Takum ob6pasom, Tpe6oBaHuna 1ISO 11607-1 BbTONHEHDI.

Tpe6oBaHMSI K 0OXpaHe OKpY>KatoLeli cpefbl
MeanyMHCKOE M3fenne NPU UCNONb30BAHUM, TPAHCNOPTUPOBKE M XPaHEHUU He 0Ka3biBAeT HEFraTUBHOTO
BO3ENCTBMA Ha 4YenoBeka UM OKpyXalouWyw cpeay npu co6NOAEHWUWN YCNOBUIA NPUMEHEHUS M Mep
MPefoCTOPOXHOCTU, YKAa3aHHbIX B MHCTPYKLUN.

YTnnnsauusa

Bo m3bexaHne BO3MOXHOTFO 3arpsi3HeHUs oKpyxXatu eid cpefbl UCNONb30BaHHbIe HAKOHEUHUKW [0/1KHbl
YTUAN3NPOBATHCA B COOTBETCTBUM C MECTHBLIMMW FOCYAAPCTBEHHBIMU U/ UAN GONBHUYHBIMUWN HOPMATUBHbBIMMK
TpeboBaHMAMM.

MpaBuMAbHOE YHWUUTOXEHME W yTunmsauuma O6yLeT NOofAepXMWBaTb COXPaHeHWe MPUPOAHLIX PECYPCOB U
cofelicTBOBATL 3alyMTe 340P0BbA YeN0BeEKA M OKPYXal W el cpeabl.

YTunumsauna oTX040B YNaKOBKH.

YnakoBka npoaykuum Roche Molecular Systems, Inc. (Pow Monekynap Cucteme MHK.) paspaboTaHa ¢
LeNbl CBEJEHWNA K MUHUMYMY 3arpsisHeHMs OKpyXat L el cpelbl MPW COXPAHEHWU LLeNOCTHOCTM NpPoOAYyKTa
BO BPEMS TPAaHCMOPTUPOBKWM W XpaHeHWS. Y NaKOBOUYHble OTXOAbl AONXHbI YTUAW3UPOBATLCS B MECTHbIX
NyHKTax c6opa ynakoBKW, B CNeLMann3npoBaHHble KOHTeHepbl, paCNnoNOXeHHble B MyHMLMNanuTeTax.
YTunnnsayuns nsgenns ¢ UCTEKW UM CPOKOM FTOAHOCTH.

Mpu yTunmnsaumm n yHuuToXeHnum Habop gnd cb6opa m TpaHCNOPTMPOBKYK 06pa3yoB 6MomaTeprnana 4yenoBeka
COo cTabumnuanpyrouw elii HykKnemHoBble KucnoTbl cpegoin (cobas® PCR Media), BapuaHT ncnofHeHusa cobas®
PCR MediaDual Swabh Sample Kitcnctekwmnm CpoKOM FrogHOCTU HEOH6XOANUMO LEeNCTBOBaTb B COOTBETCTBUU
C TUTMEHUYECKMUMMW HoOpmMaTMBaMu WU CcnefoBaTb OPULMANbHBIM WHCTPYKLMWAM N0 YyTUaAM3auUUM K
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cobas* PCR Media Dual Swab Sample Kit

MpunoxeHue 1 (Pasgen cneunanbHo NpeaHasHavyeH 418 UHCTPYKUMUM NO NPUMEHEHUI0 Ha PYCCIOIM A3bIKe.)

YHUUYTOXEHUIO MNOTEHUMaNnbHO MH(PEWLIHHOTO U XUMUYECKOro MaTepuana, MPUHATBIM Ha Tepputopum
Poccuiickoin ®efgepayumn n B gaHHom MY,

Knwo4yeBbiMW BONpocCaMu B CTpaTerun ynpaBieHUs 0TX0LaMu ABNAETCA ONTUMM3aLMNA TAKTUK N MOAXOL0B K
KOHEYHbIM NPOAYKTaM, a TaKXX€e MUHUMM3ALMNA BOSMOXHOTO 3arpsi3HEHMNS OKPYXato LW el cpefbl.

Bonee NnoApo6HY MH(POPMaLUID MOXHO MON3AWTbL Yy NPOU3BOANTENA / YNONTHOMOYEHHOTO NpeAcTaBuTeNns
npon3BOAMTENS.

YTunusayna fONXHA NMPOBOANTHLCA B COOTBETCTBUM C MECTHLIMU HOpPMaMy 3aKOHOfATenbCTBa, a TakXe B
COOTBETCTBMM C NPOTOKONAaMWU MELWLWHCKOTO YUYPEexXAeHWs, rae MCNONb3yTCH AaHHble MeAULWHCKUE
n3genns.

He yTunnsnpoBatb COBMECTHO C 6bITOBbIMU OTXOAAMMU.

MapaHTUIiHbIe 06A3aTeNbLCTBA

Mpownssogntens (komnaHusa Roche Molecular Systems, Inc. (Pow Monekynsap Cucteme VHK.)) rapaHTupyer,
yto Habop Aansa cbopa M TPaHCNOPTUPOBKM 06pa3yoB GMoOMaTepumana 4YenoBeka CO cTabunmsupytowen
HYKNenHOBble KNcnoTbl cpepoli (cobas® PCR Media), BapuaHT ncnonHeuuns cobas® PCR Media Dual Swab
Sample Kit cooTBeTCTBYWT cneunpukaunusam, 3adBNeHHbIM Ha 3TuUKeTKe. [1pon3BOAUTENb HeCcCeT
OTBETCTBEHHOCTb 3a paboTy U3AENUA TONbKO B C/ly4yae UX MPaBWAbHOFO UCNONb30BaHWA B COOTBETCTBUM C
MHCTPYKUMEN, a TakXe CO6MN04eHNA NpaBuI XPaHEHUA U TPAaHCMOPTUPOBKMN.

M3genns OMKHbBI MCNONb30BAaTbHCA TONbKO A0 UCTEYEHMUSA CPOKA FOLHOCTM, KOTOPbIV yKa3aH Ha ynakoBKe.
HACTOAWAA OFPAHNUEHHASA TAPAHTUSA BAMEHAET COBOW WHBLIE TAPAHTUN,
OAHO3HAYHO BbIPAXEHHbBIE NNV NMOAPA3YMEBAEMbBIE, BKTIOYAA NHOBY IO
MOAPA3YMEBAEMYIO TAPAHTUIO NPUTOAHOCTU ANA KOMMEPYECKOTIO
MCMONb3OBAHWUSA UAW ANA NIOBON MHOWM LENWN. KOMMAHWSA ROCHE DIAGNOSTICS

GmbH HE HECET OTBETCTBEHHOCTMW 3A CNYUAWMHbLIE, HENPAMBIE, CMELWNANIbHbLIE UNW
KOCBEHHbBIE YEbITKW.

Mo Bonpocam, CBSi3aHHbIM C Ka4yeCTBOM M34eNNi, a TaKXe C X pabOTON, HYXXHO obpawaTbcs K
YNONHOMOYEHHOMY NMPeLCTaBUTENO NPOU3BOANTENA Ha Tepputopuun Pd:

O6buwecTBo C OrpaHMYEeHHON OTBETCTBEHHOCTbI «Pow [unarHoctuka Pyc» (OOO «Pouw [AwunarHoctuka
Pyc»), 107031, MockBa, Tpy6Haa nnowagb, 4.2, ten.: +7 (495) 229-69-99, ¢akc: +7 (495) 229-62-64.

[MpeTeH3nMn No KayecTBy (peKJ'IaMaLWIFI)

MopAfoOK NpeAbABNEHNA peKnaMaLuii 1 OTBETOB HA HUX PEryNMpyeTCcs rpaxX faHCKUM npaBom. Peknamaymsa
MOXET NPeAbABNATLCA TONbBKO NO TaAKMM BONpocam, KOTOpPble He ABNANWUCHL NpPpeAMeTOM NMpMeMKKU ToBapa,
TPOW3BEEHHOM B COOTBETCTBUM C YCNOBUAMM JOroBopa.

Mo BCcem BOMpocam, CBA3aHHbIM Cc o06CAyXuBaHuWemM u3genns, Heob6bxoauMo o0b6paTuTbcs K
YNONHOMOYEHHOMY NpeACTaBUTEN0 MPOM3BOAUTENA.

B cn}uwae peknamaumm obpawaTtbCd K NPOM3BOAUTENH U/MAM YNONHOMOYEHHOMY TMNpeAcCTaBUTENIO
npou3BOAMTENS.

YNONHOMOYEHHbIN NpeacTaBUTeNb NPON3BOANTENSA Ha TeppuTopun Pd:

O6uWecTBO C OrpaHMYEHHON OTBEeTCTBEHHOCTb «Pow [AuarHoctmka Pyc» (OOO «Pow [AwuarHocTuka
Pyc»), 107031, MockBa, TpybHas nnouwagb, 4.2, Ten.: (495) 229-69-99, ¢akc: (495) 229-62-64.

MprumeyvaHue:

MpegHasHayeH ANS COBMECTHOFO nNpuMeHeHus ¢ CucTteMoiln aBToOMaTu3anpoBaHHOn cobas® 6800 pgnsa
NpoBeAeHNS aHanM3a HYKNeNMHOBbLIX KUCAOT C MOMOLW b0 NOAMMEpPa3HOW LenHon peakynm (cobas® 6800), B
BapuMaHTax WCNONHEHWA: CTaLWOHaApPHbIN, NOLBUXHbLIA, npou3soacTsa "Pow [JuarHoctuke [m6X",
FepmaHuda, peructpaynoHHoe ygoctosepeHue Ne P3H 2019/8973 (ganee no Tekcty Cobas® 6800).

Mcnonb3yeTcqa COBMECTHO C:
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cobas* PCR Media Dual Swab Sample Kit
MpunoxeHue 1 (Pa3gen cneunanbHO NpefHasHayYeH AN MHCTPYKUUM MO NPUMEHEHUIO HA PYCCKOM A3blKe.)

PeareHTbl B kacceTe gna obHapyxeHua PHK SARS-CoV-2 meTtogom real-time PCR B mMa3kax M3 Hoca,
HOCOFNOTKNM W POTOFNOTKM Ha CUCTeMe aBTOMaTu3MpoBaHHON cobas® 6800 (cobas® SARS-CoV-2),
BapumaHTbl uMcnonHenus Ha 192, 480 TecToB, npomssopcTBa «Roche Molecular Systems, Inc.» («Pow
Monekynsp Cucteme MHk.»), CLUA (ganee no tekcTy cobas® SARS-CoV-2).

PeareHTbl B KacceTe g1a o6Hapy>keHna PHK SARS-CoV-2, sBupyca rpunna A w/wnv Bupyca rpunna B metogom real-
time PCR B Ma3Kax M3 Hoca U HOCOF/I0TKM Ha cMcTeMe aBToMaTu3npoBaHHoi cobas® 6800 (cobas® SARS-CoV-2 &
Influenza A/B/SCoV2-FIuA/B), npoussBoactBa «Roche Molecular Systems, Inc.» («Pow Monekynsap Cucteme
MHK.»), CLUA (manee no tekcTy cobas® SARS-CoV-2 & Influenza A/B).

07968604001-04RU
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MepeBo/ C aHTNUIACKOTO A3blKa Ha PYCCKUI A3bIK

cobas® PCR Media Dual Swab Sample Kit

TeKCT Ha PYCCKOM fA3blKe VIHCTPYKLMM N0 NPUMEHEHWNIO Ha MeauLMHCKoe n3genve: Ha6op gnsa cbopa
M TpaHCNOPTMPOBKK 06pa3uLoB 6uomaTepuana YenoBeka co CTabuAn3NpyoLWw el HyKNenHOBbIE KUCOThI
cpepoii (cobas® PCR Media), BapuaHT ucnonHeHusa cobas® PCR Media Dual Swab Sample Kit

npomussogcTea Pow Monekynap Cuctems, UHk. (Roche Molecular Systems, Inc.), 1080, FOC Xaiigeii, 202,
Cayc bpaHubypr, Hbto-[xepcu, 08876, CLLIA (1080 US Highway 202 South Branchburg, NJ 08876, United

States)
PA3PABOTUNK
Pow Monekynap Cuctems, MHK. (Roche Molecular Systems, Inc.)
1080, KO C XaiiBeit, 202, Cayc bpaHubypr, Hbto-[xepcu, 08876, CLLU A (1080 US Highway 202
South Branchbui”®, NJ 08876, United States)
YTBepPXEHO

Pow Monekynap Cuctems, MIHK. (Roche Molecular Systems, Inc.)
Jara: 23 nioHsa 2021 ropa

[nognuce]

MaTtpucus TomncoH (Patricia Thompson)

CrapLimnii cneymanucT No HOpMaTMBHbLIM BonpocaMm | kaTteropum

WTramn [WTamn: «Pow»

Pow Monekynap Cuctems, NHk. (Roche Molecular Systems, Inc.)
1080, KOC Xaiiseli, 202, Cayc bpaHubypr, Hbto-Ixxepcu, 08876, CLLUA
(1080 US Highway 202 South Branchburg, NJ 08876, United States)]

2021

HoTapuyc unm gpyroe A0o/MKHOCTHOE N0, COCTaBNAtoLLee HacToAW NI CepTUHOUKAT, YA0CTOBEPAET UCKIHOUYNTENLHO
WAEHTUYHOCTb LA, NOANUCABLIETO OKYMEHT, K KOTOPOMY NpunaraeTca HacToauuii CepTudukar, a He NpaBAMBOCTb,
TOYHOCTb WM AOCTOBEPHOCTb 3TOM0 IOKYMEHTA.

L taT KanngopHus

Okpyr Anamefa

23.06.2021 ko mHe, JlaioHeny MpatTy (Lynell Pratt), HoTapuycy,

Oan VIMSi 1 JO/DKHOCTb YNONHOMOYEHHOTO LA

NnyHo asunack Matpucua TomncoH (Patricia Thompson),

Mms (MMeHa) nognucbiBatoLLeid CTOPOHbI
KoTOpas npefocTaBuna MHe [A0CTaTO4yHOe MOATBEPXAEHWe TOro, 410 OHa fABNAETCA /IMLOM, Ybe MMA YyKas3aHO Ha
npunaraemMmoM AOKYMeHTe, W MNoATBepAauna, YTo OH/OHa otopMuna ykKasaHHbIA [AOKYMEHT B COOTBETCTBMWM C erolee
NOHOMOYMAMMK, W ero/ee NOANWCL Ha nNpunaraeMom [OKYMeHTe MNOATBEpXfAaeT, 4YTO [AOKYMeHT O6blfl COBeplleH
hn3nYecKUM Lo, NTM60 LPUANYECKUM NULOM, OT UMEHU KOTOPOrOo AelCTBYeT 3aABUTENb.
Oco3HaBas OTBETCTBEHHOCTb 3A NMPEAOCTABJ/IEHUE 3ABEOOMO NOXHbIX CBEOEHUNA,
npegyCcMOTPeHHY0 3aKoHOAaTeNnbCTBOM wWTaTa KannpopHusa, 1 CBUAETeNbCTBYIO BEPHOCTL 3adBNEHUA, COfepXKalieroca B
npeabigywem absaue.
YOOCTOBEPEHO moeit nognucbio 1 neyvatbto.

Mognuck [noanuce! (Meyvatsb)
(Mognucbk HOTapuyca)

[WTamn: NalioHen MpaTT

HoTtapuyc - KanngopHus

Okpyr Anamega

Ceupgetensctso Ne 2279328

MonHomoumna feicTBnTeNbHbI A0 2 MapTa 2023 roga]
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cobas

cobas»PCR Media Dual Swab Sample Kit

[na anarHoctukuy in vitro.

cobas© PCR Media Dual Swab Sample Kit Kar. Homep 07958021190
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Habop cobas® PCR Media Dual Swab Sample Kit
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Habop cobas» PCR Media Dual Swab Sample KH

HaszHaueHune
Ha6op cobas® PCR Media Dual Swab Sample Kit ucnonssyetcsa gna cbopa v TpaHCNOpPTMPOBKM 06pa3LoB 6uomarepunana
yenoBeka. Cpega ans MLP cobas® PCR Media cTabunmsnpyet HyKNeMHOBY KUCNOTY o6pasua 6uomaTepmnana Yenoseka npu

TPaHCMOPTMPOBKE U XpaHeHUU.

MpumeyaHue', aToT HaGop AN c6opa 06pa3LloB 6bi BaNUANPOBAH AN UCMONb30BAHWA CO CEAYHOLWUMI TECTAMU:

e Tect cobas* 4800 CT/NG
e cobas* CT/NG gna ncnonb3oBaHusi B cuctemax cobas* 6800/8800
e cobas* TV/MG ans ncnonb3oBaHusa B cuctemax cobas* 6800/8800

Ons nonydyeHns 6osee NOAPOGHOI MHGOPMALMM O XapaKTePUCTUKAX TECTOB CM. MHCTPYKL MU MO NMPUMEHEHUIO HA

COOTBETCTBYIOLLME TECTHI.

07968604001-04EN
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Habop cobas® PCR Media Dual Swab Sample Kit

PeareHTbl n matepuasnsbl

Ha6op cobas®PCR Media Dual Swab Sample Kit

Bee HEOTKPbITbIe HABOPbI JOMKHbBI XPaHUTLCA B COOTBETCTBMU C PeKOMEHAALUAMUN, NPUBEAEHHbIMU B Tabnuue 1,

Tabnuua 1 Habop cobas* PCR Media Dual Swab Sample Kit .

Hab6op cobasePCR Media Dual Swab Sample Kl
XpaHuTb npu 15 i'30°C.
100 nakeTtoB (Ns no kar. 07958021190)

KomMnoHeHTbl naketa VNHrpeaneHTsl peareHTos Konuuectso B CnmMmBON 6e30nacHOCTU ¥ NpeaynpexaeHns*
nakete
Cpepa ans nup s 40% (Bec/Bec) ryaHuauHa rugpoxnopuga 1X4,3mn

cobaso PCR Media Bydep ¢ TPUCHC!

MpegynpexgeHne

H302; BpefeH npu npornarbiBaHUN.

H315: BbI3biBaeT pasfpaxeHne Koxu.

H319; BbI3blBAET Cepbe3HOe pasfparkeHue rnas.

P264; TwatenbHO NPOMbITb KOXY Moc/e obpalieHus.
P270: He NnpuHUMAaTL NULLY, HE MUTb U HE KypUTb Npu
MCNo/b30BaHWUMN 3TOrO MPOAYyKTa.

P280: cnepyeT nosb30BaTbCA 3aLUNTHBIMU
nepyatkamu/cpeAcTBaMu 3aWnTbl rnas/nmua.

P301 + P312 + P330: NPV NMPOIrNATbIBAHWW; Ecnun BbI
nnoxo cebs yyBCTByeTe, NO3BOHUTE B
TOKCUKONMOTUYECKUW LEHTP unn Bpauy/TepanesTy.
MponosockaTb pPoT.

P337 + P313: ecnu pasgpax”Hue rna3 He NpoxXoauT;
o6paTuTbCs KBpauy.

P501;yTnnm3npoBatb cogepxumoe/KoHTeliHep Ha
YyTBEPXAEHHOM 3aBOje M0 YTUAn3aunm oTxoa0s..

YnakoBka c 1 TKaHeBbIVi TAMMOH (annaukaTop U3 2 TamnoHa He npymeHumo
TaMnoHamu X)nuactepa)
1 chnok-TamnoH (h/IoK-TammnoH, ns
. Xx>nmactepal

* MapkupoBKka 6e30MacHOCTM NPOAYKTa COOTBETCTBYeT pekomeHgaunsm EU GHS.

07968604001-04EN
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Habop cobase PCR Media Dual Swab Sample Kit

Mepbl NPefoCTOPOXKHOCTU N TpeboBaHUA Kobpalw,eHnto

[NpenynpexaeHnst 1 Mepbl NPefoCTOPOXHOCTH
Cpepa gnsa MLUP cobas® PCR Media cogepXuTt ryaHuguH rugpoxnopus. He gonyckats NpAMOro KOHTakKTa MexXxay ryaHuguH
TMAPOXNOPUAOM U HATPUA TUMOXNOPUTOM (oT6ennsatenem) Uan ApYrumMu BbiCOKO peaKTUBHLIMU peareHTaMm, TaKUMUK Kak
KMCNOTbl Y OCHOBAHMWA. 3TN CMEeCU MOTYT BblA4eNAaTb BpeAHbI ras.

¢ TONbKO A4NA AMarHoCTUKK in vitro.

e TwartenbHo cnefyiiTe MHCTPYKLUAM, KaK NOKa3aHO HUXE.

* BaruHanbHble Ny6pUKaHTbI, XXefe, KPEMbI U Fenn ANg MeAULUHCKNX 3epKan, cofepxaline kap6omep (bl), MOryT noMewiaTb
NpoBeAEeHNI0 TECTUPOBAHUSA U He LO/MKHbI MCNONb30BaTHCS BO BPeMS U Ao 3a6opa 06pasLios.

* O6paslbl TKaHeil MOYeNoNo0BO CUCTEMBI, B3ATble Y MaLeHTOB, KOTOPble NCMOAb30BaNM KapbomepcoepKalyme npenapartbl, Takue Kak
BarMHaNbHOe YBNAXKHSIOLLEe CPEACTBO ANNTENLHOTO AeiicTBUA Replens™ , BarnHanbHblii refb ans ycTpaHeHus sanaxa RepHresh™ u
RepHresh™ Clean Balance, unvu nocne ncnonb3oBaHus BarMHanbHOro reas MeTpoHMWAasona, MoryT AaBaTb HeeliCTBUTENbHbIE UMK
NOXHOOTPUUATeNbHbIE pe3ynbTaTbl. Ana nonyyeHns 6onee NnoApo6HON MHDOPMALUMN CM. MHCTPYKLMUIO MO MPUMEHEHWIO
COOTBETCTBYIOLLErO TeCcTa.

M3beraTb KoHTakTa cpegbl Ana MLP cobas® PCR Media ¢ Koxeld, rnazamm nam cansncTbiMu 060104kamMu. Ecim KOHTaKT npousowen,
HeMeA/IeHHO NPOMbITb 60MbWIMM KOMMYECTBOM BOAbI.

m Ecnun oTob6paHHbIN 06pasel, COAEPXUT M30bITOK KPOBU (KPacHbIi UM KOPUYHEBLIN LiBET 06pasua), ero cnegyeT BbIOPOCUTL U He
MCNoNbL30BaTh A5 NCCNeA0BaHUS.

* Bce 06pasybl HY)XHO paccMaTpuBaTb Kak MOTEHLMANbHO MHPEKLMOHHbIE N CO60AaTb NPW paboTe C HUMKU NpaBuna 6MONOTrNYeCcKOoi
6e3onacHoCTW, NpuBeAeHHbIe B fOKyMeHTax Biosafety in Microbiological and Biomedical Laboratories ' 1 CLSI Document M29-A4
M29-A4N..

*  acnopTa 6e3onacHocTi (SDS) MOXHO MOMYYMTb MO 3aNpocy Y MeCTHOro NpeAcTaBMTeNnss KomnaHuu «Roche».

O6palLeHre C peareHTOM

* B cnydvae pasnuBa cpegbl gns MLP cobas® PCR Media, BO-MEPBbIX, cMbITb €ro nogXxoAaumum 1abopaTopHbIM MO LLUM
CpeAcTBOM U BOAOI, a 3aTeM 0,5% pacTBOPOM FMMNOXN0pUTa HATPUS.

*  YTUnusnposaTb HENCMOJIb30BAHHbIE peareHTbl, 0TX04bl U 06pa3sLbl B COOTBETCTBUM CO BCEMU NMPUMEHUMbBIMWU Npasnuiamu.

* He ucnonb3yiite Habop Nocfie MCTEYEHUSA CPOKa rOAHOCTM.

*  Y6eanTbCs, 4TO 3aKPbINM KpbiWKY Npobupku co cpegoii gna MLP cobas® PCR Media Tube.

* Tlepep 3abopom o6pasya He cmaymBaliTe TaMnoH B cpege ans MLP cobas® PCR Media.

ANexallas nabopaTopHas MpaKTuka

Bcerpa cnepyiite Hagnexalulen nabopaTopHON NpakTuke/Haanexauie KnmHnyeckon npaktuke (GLP/GCP).
*  HocuTe 3alMTHbIe 04HOPA30BbIe NepyaTKK, XanaT 1 3alUTHLIE OYKM NpK obpalleHnn ¢ o6pasyamMu U peareHTamMmu 3 Habopa.
TuwaTtenbHO MoWTe pykn nocne obpalwieHns ¢ obpasyamu n peareHTamMmu 13 Habopa.

07968604001-04EN
Pep. pok. 4.0
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Habop cobas« PCR Media Dual Swab Sample Kit

C6op ob6pas3yos

B3AaTre BarmHasibHbIX Ma3KoB — B3ATME Bpayamu

Ha6op cobase PCR Media Dual Swab Sample Kit BHUMAHWE: HE CMAYVIBATb TAMIOHbI B CPE'D'E
COMIEPXKNT: ons |_|L||P cobas® PCR MEDIA |_|EPE,£|| B3ATUNEM

Mpobupka co cpepoii gna MNLUP cobas® PCR Media Tube OBPA3|_||AI
TKaHeBbli TAaMMOH: A

dNoK-TaMmnoH; B
NMPUMEYAHWE; HE ncnonb3oBaTb (9/IOK-TaMNOH (TamMnoH

B) ans B3ATUMA 06pas3L0B 13 BRaranuwa.

1. B3ATWE OBPA3LA: [lepxute TKaHeBbll TaMnoH (TamMnoH A) Tak, 4To 6bl pucka
HaxoAwunach Bbille BalMX Nasbles, BBEAUTE TaMMNOH IPUpUepHo Ha 5 cm (2 aroiiva) B
Hapy>XHoe oTBepclle Bnaranvua. AKKypaTHO noBopaymsaliTe TaMnoH Mo 4aCoBOW CTpesnke
npumMepHo B TeyeHne 30 CeKyH, OAHOBPEMEHHO MPOTMPas TaMMNOHOM CTEHKM Bnaraauvua.

07968604001-04EN
Pen. pok. 4.0
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Habop cobas® PCR Media Dual Swab Sample Kit

OCTOPOXHO BbITAWMTL TAMMOH. He No3BoNsAliTe TAMMOHY KacaTbCs Kakux-n6o NoBepxHoCTeld, nepes noMeLleHneM ero B Nnpo6upky co cpegoit gns MLUp.

2. BbIPOBHATb: CHATb KPBILWKY C
npo6upku co cpepoii ans NMuUP cobase
PCR Media Tube u onyckaTb TamMnoH ¢
npo6oii B Mpo6bupky, noka BUAUMasn IMHUS
Ha TaMNOHe He CpaBHAETCS C Kpaem
npo6upkn. TKaHeBY YacTb TAMMOHA He
norpyxaTtb B >04KOCTb A0 OTlaMblBaHNA
CTEpXXHA annsnkaTopa.

07968604001-04EN
Pep. pok. 4.0
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OCTOpPOXHO
NPWKMUTE TAMNOH K
Kpa npobupkun un
OT/IOMUTE CTEPXEHD
TamnoHa no pucke

3aKpoiite Npo6upKy co
cpepoi ana NuUpP
cobas® PCR Media
Tube. O6pa3sel rotos
KTPaHCNopTUPOBKE.
BblGpocbTe BepXHIO0
YyacTb TaMmnoHa.



Habop cobas® PCR Media Dual Swab Sample Kit

TpaHCropTMPOBKA M XpaHeHVie 06pa3LIoB

« Tlocne cbopa 06pa3LoB TPAHCNOPTMPOBATbL M XpPaHUTbL NPO6MpPKY co cpegoit ana MLP cobas® PCR Media Tube, cogepxallyt TaMmnoH
ana céopa npo6,cneayet npu temnepatype 2-30°C.

e CM. UHCTPYKLMMN N0 NPUMEHEHMNIO ANA cneLuduryecKoro Tecta Ha NnpeaMeT 3asBNeHHbIX Tpe6oBaHM K cTabunbHOCTU 06pasua.

e TpaHcnopTuMpoBKa co6paHHbIX 06pas3LL0B AO/KHA COOTBETCTBOBATb BCEM MPUMEHUMbIM MpaBMnaM TPAHCMOPTUPOBKM 3TUONOTUYECKUX

areHToB.3

B3AaTne BarmHasIbHbIX Ma3KoB — CaMOCTOATE/TbHO MO MHCTPYKUMAM Bpava

BHUMAHWE: HE CMAYUBATb TAMIMOHbI B CPEAE agns MUP cobas® PCR MEDIA MNMEPE/
B3ATVEM OBPASLIA!

Mpobupka co cpegoit ana MUP cobase PCR Media Tube
TKaHeBbI TaMMOH: A
®nok-TamnoH: B

NMPUMEYAHWE: HE ncnonb3yinTte hnok-TamnoH (TamnoH B) Ansa B3ATMA 06pa3y 0B U3 Braranumuia.

WwokK A) ¢
CKNafKn KOXu
0Bble Ty6bl).

3. OTKPbBITUE NMPOBUPKW:
yoepXusasi TamnoH B  OAHOM
pyke, CHUMUTE KpbIWKY €

07968604001-04EN npobumpKK, Kak Nokas3aHo BbIe.

Pen. nok. 4.0
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Habop cobas« PCR Media Dual Swab Sample Kit

4. BbIPABHWUBAHMWE: onycTtuTe TaMnoH B
npobupky, noka BuavmMas pucka Ha
CTep>KHe TaMNoHa He CPOBHAETCA C Kpaem
npobupkn. TKaHeByto YacTb TaMMNOHa He
norpyxarb B >XWAKOCTb [0 OT/NlaMblBaHUSA

2. BsaTue: BBeAMTe TamnoH NpUMepHo 5 cm (2 awlima) B Hapy>XHoe
0TBEPCTME BRara/miia. AKKypaTtHO noBopaymsaiTe TaMnoH Mo YacoBOW CTPesiKe MPYMEPHO B
TeueHmne 30 cekyHf,, O4HOBPEMEHHO NMPOTUPas TamMMnOHOM CTeHKM Bnaranumwa. OCTOpoXHO

CTepXXHs annaukartopa. U3B/IEKNTE TAMIOH.

He nosBonAiTeTb TAMMOHY KacaTbCsl KaKUXOii-n16o noBepxHOCTen, nepes noMeLeHemM ero B npo6upky co cpegoit ans MLUP.

5.0TNAMbIBAHWE: OCTOPOXHO MPpUXMUTE TaMNOH K Kpat Npo6upKK 1 ciomaliTe cTep)eHb TaMnoHa No pucKe.

6.3AKPbITb: nnoTHO 3akpoiite NpobupKy co cpedoli ana MLP cobas® PCR Media Tube. locTaBbTe o6pasel, CBOEMY Bpayy B COOTBETCTBUU C

VHCTPYKUMSIMU. BbIGPOCUTE BEPXHIOK YacTb TamMrnoHa.

TpaHCropTVpOBKa U XpaHeHre 00pa3LIoB
* Tocne cbopa 06pa3L,0B TPAHCNOPTUPOBATb M XpPaHUTb NPobupKy co cpepoin gna MLUP cobas® PCR Media Tube, cogep>xauyto TamnoH

Ana cbopa npo6, cneayet npu temnepatype 2-30®C.
* CM. UHCTPYKLUUMN NO NPUMEHEHUNIO AN1A ClelnnyecKoro TecTa Ha NpeaMeT 3aaB/ieHHbIX Tpe6oBaHU K cTabunbHOCTK obpasua.

*  TpaHCMopTMPOBKa COGpPaHHbIX 06Pa3LoB 40/KHA COOTBETCTBOBATL BCEM MPUMEHUMbIM MpaBuaaM TPAHCMNOPTUPOBKY 3TUOMOTNYECKUX

areHToB.3

07968604001-04EN
Pepn. pok. 4.0

& 000 LHPMH [ INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU



Habop cobas® PCR Media Dual Swab Sample Kit

B3ATVEB SHAOLIEPBUKA/TbHBIX MA3KOB - camMo3a60p Npo6 Mof PYKOBOACTBOM Bpaua

Ha6op cobas« PCR Media Dual Swab Sample Kit BHUMAHWE: HE CMAUYNBATb TAMIMOHBI B
COAEPXNT:

Mpobupika co cpegal gna MLUP CPEJE ans MLP cobas® PCR MEDIA MEPE]
cobas® PCR Media Tube B3ATUMEM OBPA3LA!

TKaHeBbI TaMMoOH: A
®nok-TamMnoH: B

3. BbIPOBHATb: cHUMUTE KPbILWKY C

npobupku co cpepon ana NMUP cobas® PCR

MPUMEYAHWE: yTo6bl NONYYMTHL HAANEXKALLErO KauecTBa o6pasel, 06paboTKM, HEO6X0ANMO Media Tube 1 onyctuTe TamMnoH ¢ 06pasuom
YOANNTb U3IMLWIKA CNU3U U3 LWEKN MaTKU. B NPOGWPKY, Moka BUAWUMAs IMHUS Ha

TaMMoOHe He CPaBHSAETCA C KpaeM npobupku.

TkaHeByt0 4acTb TaMMOHa He Morpyxaiite B
XWNAKOCTb A0 OT/IaMblBAHUSA CTEPXKHSA

1. OUNCTKA: ypanute nanuwku cnmsm n3 weitkn MaTku 1 oKpyXKatoneil CIM3NCToli 06010UKN C
MOMOLLbI0 TKAHEBOTO TaMMOHa (TaMnoHa A). BbiBpoCbTe TaMMOH NOC/E OYMCTKN.

2. B3ATUE: uTo6bI B3ATb 06pasel, AepxuTte PIOK-TaMNoH (TaMNoH B) Hap puckoii, BBeguTe ero B
. TamroHa.
3HAOLEPBUKa/IbHbIV KaHan. AKKypaTHO MOBEpHUTE TaMnoH 5 pa3 B 0AHOM Hanpas/ieHnn B
3HAOLEpBMKaNbHOM KaHane. He Bpaujaiite B 06paTHOM HanpaeneHnyn OCTOPOXHO U3BMEKUTE

TamnoH, nsberas nt060ro KOHTaKTa co C/IM3UCTON Bnaraanua.

07968604001-04EN
Pep. ook. 4.0 10
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TpaHCropPTVPOBKA U XPaHeHVie 00Pa3LIoB

OCTOPOXXHO
npu)mnTe TamnoH K
Kpao Npobupkn un
OT/IOMUTE CTEPXKEHb
TamrnoHa o pucke.

3aKpoiTe nNpobmpky
co cpegoii gna NLUP
cobas® PCR Media
Tube. O6pasey
roToB K
TPaHCMOPTUPOBKE.
BbibpocbTe
BEPXHIOI0 YacTb
TammnoHa.

Habop cobase PCR Media Dual Swab Sample Kit

Mocne c6opa 06pa3L,0B TPAHCMOPTUPOBATbL M XPaHUTb NPo6UPKY co cpegoii gns MLUP cobas® PCR Media Tube, cogepxalyto TamnoH

ana céopa npo6, cnegyet npu Temnepartype 2-30°C.
CM. UHCTPYKLMMN NO NPUMEHEHMNIO AN cneLnpryecKoro Tecta Ha NnpegMeT 3adBeHHbIX TpeboBaHUiA K cTabunbHOCTK 06pasua.

TpaHcnopTupoBKa COﬁpaHHbIX oﬁpaau,oa [0O0/KHa COOTBETCTBOBaTbL BCEM MPUMEHMMBIM NMpaBuiamM TPAaHCNOPTUPOBKU 3TUONTOTNYECKUX

areHTos.3

07968604001-04EN
Pen. pok, 4.0
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Habop cobas® PCR Media Dual Swab Sample Kit

B3siTe Ma3KOB M3 OTBEPCTUS — BPaAyOM WM CaMOCTOSATENbHO MO MHCTPYKUMSM Bpayva

BHNWMAHWE: HE CMAYVMBATb TAMIOHbI B CPEAE ang MLUP cobas® PCR MEDIA MEPEL
B3ATUEM OBPA3LA!

Ha6op cobass) PCR Media Dual Swab Sample Kit cogepxur:

Mpo6upka co cpeaoin ana NUP cobas® PCR Media Tube
TKaHeBbIli TaMMOH: A
P1I0K-TaMnoH: B

NMPUMEYAHWE; HE ncnonb3yiTe hN0K-TaMMNoH (TaMnoH B) anAa B3aTna o6pasLoB 13 oTBepcTus.

1. 3ABOP::4T06bI B3ATb 06pa3eL, AepXunTe TamMMnoH Tak, YTo 6bl puUcKa HaxoAunach Bbille BalwuX nasbles. MoBopaynsalite
TaMMNoH MO 4acoBOW CTpenke NPMMeEPHO B TeyeHne 30 cekyHA, OAHOBPEMEHHO MPOTUPas TaMMNOHOM OTBEpCTME B BEpXHel
yaeTe rosoBKW neHuca.

OCTOPOXHO OTOABUHLTE TaMMOH. He No3BONsATE TAMNOHY KacaTbCsl KakKux-Mbo NoBepxHOCTel, nepes noMeLLeHem ero B
npo6upky co cpepoii gnsa MUP.

07968604001-04EN
Pen. pok. 4.0 12
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Habop cobas® PCR Media Dual Swab Sample Kit

2. BBIPOBHATb cHUMUTE KPbILWKY C

npobupku co cpegoii ana NLUP coba$e> OCTOpPOXXHO 3aKpoiTe Npo6upKy co
PCR Media Tube nonyctute TaMnoH ¢ NPWXMUTE TaMMOH K cpegoii gna NupP
06pa3uom B NpobUpKy, Noka BuAMMas Kpato Npobupku n cobas® PCR Media
JINHNA Ha TamMMNoHe He CpaBHseTCA C OT/IOMUTE CTEPXKEHb Tube. O6paseu rotos
Kpaem npo6upKu. TamrnoHa no pucke. K TPaHC/IOPTMPOBKE.

BbIBpoCbTE BEPXHIOIO
YyacTb TaMmnoHa.

TpaHCropTUPOBKA 1 XpaHeH e 06pa3LIoB

e Tlocne cbopa 06pa3L,0B TPAaHCNOPTMPOBATL M XPaHUTb NPOBUPKY co cpegoit ana MLLP cobas® PCR Media Tube, cogepxalyyto
TamnoH ana c6opa npo6, cnegyet npu temnepatype 2-30°C.

e CM. UHCTPYKLMMN N0 NPUMEHEHNIO ANA CMeuMPUYecKOro TecTa Ha NpeAMeT 3asaBAeHHbIX TpeboBaHNin K cTabunbHOCTM 06pasLa

e TpaHcnopTupoBKa cobpaHHbiX 06pa3L,0B A0/I)KHA COOTBETCTBOBATL BCEM MPUMEHUMBIM NpaBuiam TPaHCMOPTUPOBKMN

3TUONOTUYECKNX areHToB.3

07968604001-04EN
Pen. nok. 4.0 13
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Habop cobas® PCR Media Dual Swab Sample Kit
B3AaTne maskoB 13 poTornoTku (ropsa)

BHUMAHWE: HE CMAYBATb TAMIOHbI B CPEAE fna MNLUP cobas® PCR MEDIA MNEPE/,
B3ATUEM OBPA3LA!

Hab6op cobass PCR Media Dual Swab Sample Kit coaepxut:

Mpo6upka co cpegoit ans NMUP cobas® PCR Media Tube
TKaHeBbI TAMMOH; A
®10K-TamnoH: B

NMPUMEYAHWE; HE ucnonb3yiitTe pNoK-TamnoH (TaMnoH B) gns 3B3aTua o6pasyos U3 ropna.

1- 3ABOP: 4T06bl B3Tb 06pasel, AepXKuUTe TaMMOH TaK, 4To Gbl PUCKAHAXOAWMACh Bbille BalWWX NajbLes, BBEANTE TaMMNOH B
poT 1 BO3bMUTE 06paseL ¢ ABYX CTOPOH 3afHelt YacTu r/I0TKM, 06enx MUHAAIMH 1 A3bluKa.

OCTOpOXHO BbITALMTE TaMMOH. He M03BONAITE TAMMNOHY KacaTbCs Kakux-mbo NoBepxHOCTeW, nepes NomMeLeHeM ero B
npo6upKy co cpegoii MUP.

07968604001-04EN
Pepn.nok.4.0 14
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Habop cobas® PCR Media Dual Swab Sample Kit

2. BbIPOBHATb: CHUMUTE KPbIWKY C

npo6upku co cpepoli ans MUP cobas® OCTOpPOXHO 3aKpoiite npobupky
PCR Media Tube 1 onycTuTe TaMnoH ¢ NPYXMUTE TAMMOH K co cpepoii ansa NUP
06pa3Lom B NPo6MpKy, noka BuaMmas Kpato npobupku, cobas® PCR Media
NIMHNA Ha TaMMOHe He CpaBHAeTCA C 4yTobbI CIOMaThL Tube. O6pasey
Kpaem npobupku. Bepx TamnoHa He CTEPXKEHb TaMnoHa roToB K
norpyxartb B XWUAKOCTb 0 Mo pucke. TPaHCMOPTUPOBKeE.
0TN1aMblBAHWA CTEPXKHS TaMMNOHa. Bbi6pocbTe
BEPXHIOI0 YacTb
TamnoHa.

TpaHCropTUPOBKA U XpaHeH1e 06pa3LIoB

e Tlocne c6opa 06pa3y0B TPAaHCMOPTMPOBATb M XPaHUTb Npobupky co cpegoit gna MLP cobas® PCR Media Tube, cogepxatyyto
TammnoH Ans c6opa npob, cnegyet npu Temnepatype 2-30®C.

e CM. MHCTPYKLMW NO NPUMEHEHUNIO AN5 Cleundpunyeckoro Tecta Ha NpeaMeT 3aaBNeHHbIX Tpe6oBaHMii K cTabunbHOCTM 06pasya.

m  TpaHCNopTMPOBKa CO6PaHHbLIX 06pa3L,0B f0/KHA COOTBETCTBOBATL BCEM NMPUMEHUMbIM MpaBuiam TPaHCMOPTUPOBKY

3TUONOTNYECKUX areHTos .3

07968604001-04EN
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Habop cobas® PCR Media Dual Swab Sample Kit

B3sATne aHopeKTas/lbHbIX (PeKTaslbHbIX) Ma3KOB

BHUMAHWE: HE CMAUYNBATb TAMIOHbI B CPEAE ansa MNLUP cobas® PCR MEDIA MNEPE/,
B3ATUEM OBPA3LA!

Hab6op cobas« PCR Media Dual Swab Sample Kit cogepxur;

Mpo6upka co cpepoii ansa MUP cobas® PCR Media Tube

TKaHeBbIit TAMMNOH; A

dnok-TaMnoH; B

NMPUMEYAHWE: HE ncnonb3yiite hnok*TamnoH (TaMnoH B) ans B3ATMe 06pa3uoB U3 NPAMON KULIKW.

1. 3ABOP yT06bI B3ATb ObOpasel, Aep>XuUTe TaMMoH Tak, 4To 6bl pucka HaxoAunach Bbilie BalnX
nanbles, BBeauMTe TamMnoH Ha 3-5 cm (1-2 pawiiMa) B aHaibHbI  KaHan. AKKypaTHO
noBopayvBalite TaMnoH B HanpaBfeHUW NPOTUB 4YacOBOW CTPenkn B TeyeHue 5-10 cekyHg,
0 HOBPEMEHHO NpoABWras TaMnoH BAOMb CTEHOK MPAMOM KuwkW. Ecnum TamnoH CcunbHO
3arpasHeH pekanmammn, BbiI6POCUTL ero 1 NOBTOPUTL 3a60op.

OCTOPOXHO BbITALWMTb TaMNOH. He no3BonsiiTe TaMNOHY KacaTbCa Kakoli-n1bo noBepxHocTel,
nepeg nomeuleHneM ero B Npo6upKy co cpepoii ans MUP.

07968604001-04EN
Pen. pok. 4.0 16
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Habop cobas® PCR Media Dual Swab Sample Kit

4. 3AKPbITb: nnotHoO

npo6upkn CO cpenoit ana NUP cobas® OCTOPOXXHO MpMXMUTE 3aKpoiiTe Npobupky
PCR Media Tube v onycTuTe TamnoH ¢ TaMMoH K Kpaw co cpepoii gna MUP
06pasLoM B Npo6UPKyY, Noka BUAUMas NPOGUPKU, YTOGbI cobas® PCR Media
NIMHUA Ha TaMMOHe He CpaBHAETCA C cnomaTb CTEpPXEHb Tube. O6pased,
Kpaem npo6upku. Bepx TamnoHa He TaMmmMoHa Mo pricke. roToB K
norpyxarb B XUAKOCTb 0 TPaHCNOPTUPOBKe.
OT/1aMbIBaHUS CTEPXKHS TamroHa. Bbi6pocuTte
BEPXHIOIO YacTb
TamnoHa.

TpaHCcropTVPOBKA U XpaHeHVe 06pa3LIoB

e Tlocne c6opa 06pa3L,0B TPAHCMOPTMPOBATb U XpaHUTb NPo6MpKy co cpegoii ans MUP cobas® PCR Media Tube, cogepxalyyto
TamnoH ans c6opa npob, cnegyeT npu Temnepatype 2-30°C.

e CM. MHCTPYKLMMN MO NPUMEHEHUIO 415 CleLndPpuryeckoro Tecta Ha NpegMeT 3asaBfeHHbIX TpeboBaHWii K cTabunbHoCcTHN o6pasLa.

m  TpaHcnopTMpoBKa cobpaHHbIX 06pa3L0B [0/KHA COOTBETCTBOBATL BCEM MPUMEHUMbIM MpaBuaaM TPaHCNOPTUPOBKY
3TUONOTNYECKUX areHTom .3

07968604001-04EN
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Habop cobas® PCR Media Dual Swab Sample Kit
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Penakupa JoKyMeHTa

Mupopmayuma Opefakymnum JOKyMeHTa

Pef, BOK. 4.0 12/2019 [o6aBneHbl MHCTPYKLMK MO BpalyeHnto TaMnoHa no 4acoBoii cTpesike npu 3a6ope o6pasya.

[l06aB/IeHO «COTNacHO WHCTPYKLWIA, NpesocTaBNeHHbIX BPA4YOM» U yAaneHO «B KIUHUYECKNX
ycnoBusx» Ana camosabopa npo6.

BblNIo NokasaHo, YTo o6aBfieHHble BarMHanbHble Ny6puUKaHThl, XXene, cogepxauime
NekapcTBeHHOe BelecTBO, ANA MeAULMHCKOro 3epKana, KpeMbl U renun ,Ans MefuLUHCKUX 3epKan,
cogepxauune kap6omep (bl), MOryT NOMeLwWaTb NPOBEEHNI0 TECTUPOBAHUANCTLITAHUA U HE JOKHbI
Mcnonb3oBaTbCA BO BpeMs uam Ao 3abopa o6pasuos

O6HOBNEHa CTpaHuLua C rapMOHU3NUPOBaHHLIMU CUMBOIAMU.

Ecnn y Bac ecTb Kakue-nn60o BONPOCHI, NOXanyicta, CBSXXMTECh C MECTHbIM NpeacTaBuTenem
<omMnaHumn «Roche».

07968604001-04EN
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MepeBog, BbINOMHWA NEPEBOAYNK
KacymoBa dnopa CeiichagamHoBHa
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Poccuiickas depepauns
Mopopg MockBa
TpeTbero aBrycra fjBe ThiCAYM ABajLaTb NepBOro roga

A, OeliHeko Jllogmnna BanepneBHa, BPEMEHHO WMCNONMHAOWAA 00653aHHOCTM HOTapuyca
ropoga Mockebl MpokoweHKOBOW EneHbl EBreHbeBHbI, CBUAETENLCTBY MOAMMHHOCTL NOAMWCK
nepesoaunka KacymoBoin ®nopbl CeithaganHOBHGI.

Moanuck caenaHa B MOEM NPUCYTCTBUN.

NTnyHoCcTb NogNMcaBLlIEro LOKYMEHT yCTaHOB/EHA.

3apeructpupoBaHo B peectpe: No 21/86-H/77-2021- V -
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