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Ynaxopka B Mapkuposka «J1C-HOA-ARTH-p2-I'JIMKOIMPOTEUH 1-G»

Cogepxanne
TpeOoBaHHA K YIIaKOBKE

MakeTH B 00pa3sIi BHEITHEIO BAJA YNIAKOBKHA
TpeboBanus K MADKHPOBKE.

calli ol A

OO6pasusl MApKHPOBKH
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¥Ynaxopxa H MapkEpoka «IC-HOA-AHTH-§2-TIHKOIIPOTEHH 1-G»

1. Tpebonanns x ynaxoske

¥Ynaxoska MU nomxaa coorsercrsoBath TpeGopanmaM feiicTeyromeill HoOpMaTHBHON
JOKYyMEHTaIMH {MEeXTOCYZApCTBERALIC, HAIMMOHANbHEE CTAHRAPTH), NpuMeHuMoli Xk MU ana

Ynakoska J0ixHa 00ecneIHBaTh LENIOCTHOCTb, TUCTOTY H $€30MaCHOCTh KAKAOrO peareHTa
(BHYTpeHHAs% YNAKOBKAQ) H H3ACHHA B LenoM (BHCHMIHSAA YIAKOBKA), a Takke obecnmequBars
COXPAHHOCTh (PYHKIHOHANBHEIX CBOHCTB B XapakTeprcrnk MU mpu Henonb3oBaHuM, XpaHeHHH
H TPAaHCHOPTHPOBKE (rPyNINOBaS/TPAHCHOPTHAS YNAXOBKA) B YCIOBHAX, MpPEANHCAHHEIX
NPOH3BOAMTENICM (M3TOTOBUTENEM) B HHCTPYKIIHM [0 NPAMEHEHHIO.

Bee ynakopoutnbie Marcpransl ((uaxoHN H KpHUIIKH, KCTIONb3YEMHEE U1 YIIAKOBXH PEareHToB,
MaTepHan KOMOMHHpoBaHHKH HA OCHOBE AMOMHHHEBOH HONBIY M CHINKATE/Ib, HCNOIB3YEMEIE JUIN
ynakosk# MmmynocopGenra, norpeSurenbexas ¥ TPAHCIOPTHAS YNAKOBKA (KOPOOKH KapTOHHEIE),
BCTABKH (MCTCPHBEIC (KOPPCKCH), IAKETH! NOMMITHICHOBHE C 3aMKkoM Zip-Lock mpoxoasT BxoaHo
KoHTpo, B Oraene OGuonormdeckoro M TexHonormgeckoro kontpos (OBTK) OO0 «HIIO
«J/InarnocTuaeckne cucrensl» no coemmpukxamia (CI1 OBTK 000 «HITO «/luarHocTUdecKHe
CHCTEMBI»).

1.1. AMMyHOCOPGEHT IepMETHYHO YNAKOBHBACTCH B MaTepHal KOMOWHHPOBAHHEI HA
ocHoBe amomuHucBoil Qonbrn (PponpiwpopasHNN naker), B maker ¢ HamymocopberToMm
BKJIANEBAETCA CHmHKarenb. Jing obecneuenns kadectBa ynmakoekH MmmyHocopOeHTa
(repMETHYHOCTH  YNAKOBKH) NPOBOAWTCE BaIHJAUMA  TEXHONOTMYECKOTO  INpomecca
npurorosnenus MMMynocopbenta.

1.2, KoHbIorat pa3mpaercs Bo ¢pnakoHu o0béMOM He MeHee 15,0 MA n3 CBETIOTO ITacTHKA
¢ HABHHYMBAEMEHIMH KPHIIKAMM.

1.3. K+ paumipaerca Bo (iakoHM oObEMoM He Menee 4,0 MJ M3 CBETJIOTO CTEKNA ¢
HABHAYHBACMEIMHE KPHINKaMM.

1.4. K- paymBaerca BO {nakoHR oOnEMoM He MeHee 4,0 M H3 CBETAOFO CTEKIA C
HABHHYUBACMbIMH KPbIlIKAMH,

1.5. Kamubpatop 0, Kanmbparop 1, Kanubparop 2, Kamubparop 3, KamuGparop 4,
KamuGparop 5§ paznusaioTca Bo GaakoHn o6nEMOM He MeHee 4,0 M H3 CBETAOrO CTEKIA C
HABHHYMBACMBIMH KPHIILIKAMH.

1.6. BP paamuBaerca Bo ¢nakoHn 00BEMoOM He MeHee 15,0 MN M3 CBETION0 MIACTHKA C
HABMHYMBACMBIMH KPHIIKAMH,

1.7. PPC paznusaerca Bo ¢naxoHsl 00BEMoM He MeHee 30,0 Mn M3 CBETIOrO MAACTHKA C
HABMHYMBAEMEIMH KPHITKAMH,

1.8. IIP paznmBaerca Bo ¢akoHH o0BEMOM He meHee 60,0 Mn M3 CBETNIOTC MIACTHKA C
HaBHHYMBAEMBIMH KPHIIKAME.

1.9. Cron-pearenT paznuBaeTcd BO (pnakoHn obnEmom HE Menee 30,0 mu M3 cBeTioro
NJ4CTAKA C HABHHTHBACMAIMH KPhILIIKAMH,

1.10. TMB-Cy6cTpaThEiit pacTBop pasnaBaeTcs Bo GAaKOHH 06b&MOM He MeHee 15,0 Ma u3
TEMHOTO NJIACTHKA ¢ HABHHYABACNHIMHA KPHIIKAMHA.

1.11. et xpHulex He cneuA(pHUHPOBaH.

1.12, JIna obecriegenna kavwecTea YKYTIOpKH (RAKOHOB MPOBOAMTCA BATAZAIN TEXHOMOMHYECKOTO
MPOLICCCa PORNHEBA B YKYTIOPKH.

1.13. [Inanmer Ana NpeABAPHTENHHOTO Pa3BCACHHA CHIBOPOTOK YIIAKOBRIBACTCS B MakeT
TIOJIHSTWICHOBRIH.

1.14. HakoHEUHHKH OAHOpPA30BLC H BAHHOYKH IUIACTHKOBHE HJIA KHAKHX PEareHTOB
YNaKOBLIBAIOTCA B MAKET NONMMITHACHORKH ¢ 3aMxom Zip-Lock.

1.15. ®naxoHH C peareHTaMH YCTAHABJIMBAIOTCA B CHEIMANLHbLIE BCTABKH O/MACTepHME
(xoppekcH).

1.16. OnakoHs ¢ peareHTaMH B Koppekce, MMMyHocOpOeHT B QONLIHPOBAHHOM MakKeTe,
NAKeT NOMH3TANCHOBEH ¢ 3aMkoM Zip-Lock ang ynakoBkd HMMYHOCOPGEHTa MOCHE BCKPHITHA,
WIEHKE 3amuTHRE A HMOA-rulanmeros, HAKOHCYHMKH OHHOPA30OBH€ M  BAHHOYKH
IUIACTUKOBRIE AJIS XHIKHX PearcHTOB B IakeTe NOMUITHICHOBOM ¢ 3aMKoM Zip-Lock, nnanmer
A NpeABAPUTENLHOTO pa3BEACHHA CHIBOPOTOK B MNAaKeTe NONMITWICHOBOM, OMaHK i
HDOCTPOCHHA KaNHOPOBOMHOIO rpaduKa, HHCTPYKIHA N0 NMPEMEHCHHIO NOMEMAIOTCA B KOPOOKy
KapTOHHYIO (BHEIHIOW / NOTPeOHTENLCKYIO YIAKOBKY).

1.17. HaGopu B nOTpeOMTENHCKOM YHAKOBKE NOMEMAIOTCS B KOPOOKH KapTOHHHE
(FpynnoByIO/TPAHCTIOPTHYIO YNAKOBKY), KOJHYCCTBO H3AC/HHIN B IPYNNOBOH ynakoske (J4Acno
€AHAML NOTpeOHUTENbCKOM YNAKOBKH) YKa3HBalOT HA MAPKUPOBKE rpyNnoBoli yIaxoBKH.
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Ynakoska n Mmapkuposka «JC-UPA-AHTU-P2-TTTMKOMNPOTEWH 1-G»

2. MakeTbl 1 06pa3Lbl BHELIHETO BUAA YMaKOBKM
2.1. BHYTpeHHAA ynakoBKa
MaTepuran KOM6MHMPOBaHHbI Ha OCHOBE a/TIOMUHUNPIA. (hoNbIn
(bonbrupoBaHHbIi NakeT) Ans ynakoBkHyMmmyHocopbeHTa

| 7 -

®NaKOoHbI CBET/Ible N/1aCTUKOBbIE C HABMHYMBAEeMbIMU KPblLWKaMun
ONA YNaKOBKU XXNAKUX PpeareHToB

60,0 mn 30,0 mn 15,0 mn

®aKoHbl TEMHbIe NNaCTUKOBbIE C HABMHYMBaeMbIMU KPblLWKaMu
ANA YNaKOBKU XNAKUX peareHToB

30,0 mn 15,0 mn
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Ynakoska n Mmapknposka «JC-NDOA-AHTU-p2-TMTNKOTMPOTENH 1-G»

®daKoHbI CTEK/ISIHHbIE C BUHTOBOM FOP/I0BUHOA
ANs YNaKOBKM XNAKNX peareHToB

5,0 MmN 4.0 Mn

KpbILWKX ANs (h1aKOHOB CTEK/AHHbIX

MakKeT NONNITUNEHOBBLIN € 3aMKOM Zip-Lock
AN YNaKOBKN HAKOHEYHMKOB 04HOPa30BbIX N BAHHOYEK NIACTUKOBbIX
ANA XKULKUX peareHToB
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Ynakoeka n Mapkuposka «JC-MPA-AHTU-p2-TMTNKOMPOTEWH 1-G»

MnaHLWeT ANs NpeABapuUTENbHONO Pa3BefeHNs1 CbIBOPOTOK
B MakeTe No/IN3TUIEHOBOM

2.2. BHewHAA / noTpe6uTenbcKas ynakoBka

Kopobka KapToHHas hacoBoYHas
MakeT O6pa3eL, BHELUHero s1aa

BcTaBKa 611cTepHas AN YCTAHOBKU (h1aKOHOB C XXUAKUMW peareHTaMm

MakeT O6pa3sel, BHELLHEr0 B1aa
\Y c 16 j
”,—H A;.- B
Al.b 1/ .
| B
LN NOAN-LLYL.
B )

MpumeyaHwe; A, b, B, I, [l - HOMeHKnaTypa fyeek
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Ynakoska n Mmapknposka «AC-PA-AHTN-p2-INMTNKOMPOTENH 1-G»

23. 'pynnosas ynakoBska
Kopobka IcapToHHasA noyToBas

MakeT O6pasel, BHeLLHEro s1aa
- j \1
\ .
\ J
SN c »

'3 ;3 UHasw
u-«-J

3. Tpe6oBaHWS K MapKUPOBKE.
MapKu1poBKa 0CYLLEeCTBNSAETCA B COOTBETCTBMU C TPE6OBAHUAMMU:

- TOCT P NCO 15223-1-2020 WN3penua megumumHckue. CUMBOSbI, NMPUMEHSEMbIE MPK
MapKUpOBaHUN MeAULMHCKUX W3L4eNUR, Ha 3TUKeTKax U B CONPOBOAUTENbHOW LOKYMEHTaLuK.
YacTb 1. OCHOBHbIe TpeboBaHuUS;

- FTOCT P NCO 18113-1-2015 MeauuMHCKME w3fgenns A[NsS AMarHoOCTUKK in  vitro.
WNH(popmaumsa, npegoctaBnsemas uM3rotosutenem  (MapkumpoBka). Yactb 1. TepMuHbl,
onpegeneHns n o6wme TpeboBaHmUs;

- TOCT P NCO 18113-2-2015 MeAnuMHCKNe un3genna AN AWArHOCTUKKM in  vitro.
WHhopmauma, npepocTaBnsemas M3rotoeuteneMm (mMapkupoBka). YacTb 2. PeareHTbl Ans
AMNArHOCTUKM in Vitro And npoeccuoHanbHOro NpMMeHeHNs.

Mapkuposka MW pgonkHa cooTBeTcTBOBaTb TpebOBaHMAMW HACTOALLEro LOKYMEHTa U
[JeNCTBYIOWeEA  HOPMATMBHOW  JOKyMeHTauum  (MeXrocyfapCTBEHHble,  HauMOHabHble
CTaHAapTbl), NPUMeHUMON K MW ana agnarHocTuku in vitro.

Mapkuposka MW pgonmxHa ObITb 4YEeTKOM M pa3bopuMBOi, a TaKXKXe BbIAENATbCS WM
pasmeLlaTbCs Ha (hOHe, KOHTPACTHOM MO OTHOLUEHWUID K LBETY NOBEPXHOCTWU, Ha KOTOPOWA OHa
pacnosioeHa. MapKupoBka A0/KHA COXPaHATbCA B TE€YEHME CPOKa roAHOCTU MeAULMHCKOro
n3aennsa, yCTaHOB/IEHHOIO NPOU3BOANTENEM.
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Ynaxoexa H Mapxuposka «IC-HOPA-AHTH-$2-TJIHKONMPOTEHH 1-G»

MapkHpoBKY BROOMHSIOT B QopMe Hamnuceli Wik rpapudeckn B BHJAEC CHMBONOB IO
TOCT P MCO 15223-1-2020 (8 mm. 3.1., 3.2, 3.3. OpHBEACHK CCHUIOYHHE HOMEPA CHMBONOB,
ykasanHHe B Tabmane 1 aannoro 'OCT). PacnonoxeHne cCHMBONOB H HAATIMCEN HA STHKETKE
YCTaHABJIMBAET NPOH3BOANTENb, BO3MOXKHO M3MCHEHHE PacHOJIOKCHHA CHMBOJIOB M HaJAMHCCH
Ha 3TAKCTKE.

[IpexycMOTpEHO MAPDKHpOBAHHE B BHAC OITHKCTKH (JTHKETOK) HIM HAHCCCHHEM
HEMOCPEACTBCHHO HA YONAKOBKY THHOrpagickMM HIM HHBIM  coco0OM,  BO3MOXEH

KOMOHHMPOBAHHBIN BAPHUAHT.
Hudopmauns Ha MApKHpOBKE YKA3KWBACTCA HA PYCCKOM A3bIKE, NPH HeoOXOomuMOCTH

MapKHPOBXA BHIMOJHACTCHE B COOTBETCTBMM C HOPMATHBHEIMH TpeOOBaRAAMH CTPAHKI-3aKA39UKa,
H& S3HIKE CTPaHb-38KA3YHKa HIH AHTIHACKOM f3hKe. BO3MOXHO HAHECEHHS CHEUHANBHRIX
3HaKkoB (HaAMHCCH), NOATBEPAKAAIOMHX COOTBETCTBHE MCKAYHAPOINHHM PEry/ISTHRHEIM
TpeGOBAHHAM.

3.1. Mapkuposka suyrtpenHcl ynmaxoskm (oOpasiisl mpeAacTaBleHn B n. 4.1,
HACTONIICTO AOKYMEHTA).

Ha xaxnawiii naker ¢ HMmyHocopOeHTOM B (MIaKOH ¢ PpEarcHTOM AOJDKHA OHITH HAKJICCHa
ITAKETKA C YKa3aHHEM:

— NIOTOTHDA MpeATpUATHA';

— TOproBoro (COKpalicHHOro) HaMMeHOBaHHA HaGopa ;

— COKpAIlICHHOTO HAMMCHOBAHHS PCarcHTa;

- o0néMa pearenTa (U1 XKUIKHX PearcHTOR),

— HOMEpa cepHuH pearenTa (CHMBOI 5.1.5+ HoMep cepun B popmate XXXYYZZZ 3,

— CpoOKa rogHocTH pearcHTa (cHMBOn 35.1.4 + jgaTa MCTCUCHHA CpoKa TOAHOCTH B
dopmare YYYY-MM-DD, undopMauns o fare HCTCUCHHS CpoKa FONHOCTH MOXET OHTh
BKIOYCHA B MITPHX-KOR);

— ycJoBHit xpanenua (cumBon 5.3.7);

— YKazaHHi# 0 NpAMEHEHHH I QHATHOCTHKH in vifro (cumBon 5.5.1);

— ITpUX-Koja pearenTta, QR-xoza (npn HeoGXOAUMOCTH);

— cnocoba moaroroekn pearenta IIP: Ha sTHKerkax ¢nakomoB ¢ IIP momxna OHTH
YKa3aHa KPaTHOCTH Pa3BEACHAA B BOJE AUCTHJUIHPOBAKHON (eHOHH3APOBaHHOIA).

Ha smuxerkax d¢uaxonoB co CTOn-peareHTOM JOMKHA OHTh yKasaHa MOJSPHOCTb
pacTBopa.

Ha stakerkax ¢nakoHoB ¢ K +, K-, KanuGparopamu (-5 nojDkHA CTOATP HAMIHMCh
«ne copepxut agTATeNa K BUY-1,2 1 BI'C, HBsAg».

Ha naxeT NOIM3THICHOBHH ¢ MUIAHIICTOM JJIS IPEABAPHTEBHOIO PA3BCACHHS CHIBOPOTOK
J0JDKHA OBITh HAK/ICeHA ITHKETKA ¢ YKAa3aHHEM JIOTOTHIA IPSANPUATAS H HaANKCHI0: «Ilnanmer
JUIA PEABAPUTENBHOTO Pa3BSACHUA CHBOPOTOKY.

HaxkoHEYHHKH OZHOPa30BHC, BAHHOYKH IUIACTHKOBHIC I KHMAKMX PCArcHTOB, KPEIIIKA K
NOMHCTHPONIOBEIM 96-TYHOYHEIM TUTAHIICTaM, MIEHKH 3aIUTHEE it HOA-INaHIIETOB, TakeTH
NONH3TH/ICHOBHE ¢ 3aMKOM Zip-Lock He MapKHpyIoTCa.
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¥Ynaxoska 8 mapxuposks «IC-HPA-AHTH-2-T/IHKONMPOTEHH 1-G»

Hudopmanus 0 TOKCHIHOCTH, arPeCCHBHOCTH M IPYTo# ONacHOCTH: MapKHpoBKa GIax0HOB
IOJDKHA COACPXATH CHMBON 5.4.4 «BHUMAaHEEY (NPH HEOOXONHMOCTH). ARANTH3 HEOGXOAMMOCTH
HCMOAL30BARUSL CHMBO/IA «BHUMaHHE» H HRQPOPMAIMS 0 HATMYHY BPeAHKIX BEIECTB B COCTABE
peareHToB Habopa IIpeAcTaBieHE B foKyMeHTe «[lacnopr 6e3onacHocTH».

1
-pmmmmempm HA LBETHOM Pone;

- 'uapmpomdmmmncpmmu: TMB-Cy6ctpatsiiit pactsop, 1P, Cron-peareHT, He cogepxur
TOproBoro HauMeHosanus Habopa, Taxk kax IIP msammosamensem BO Bcex Balopax peareHTOB MPOH3BOACTBA
000 «HIO «/IAarnocTHISCKRE CACTEMED»; CTOI-peareHT MoOXeT 0LiTh B3AHMO3AMEHACMLIM B 3aBHCHMOCTH

oT MonsphocTH pacTeopa; TMB-CyGcTpatioro pactsopa, KOTOpaIi B3auMOsaMCHAEM BO BCEX Habopax peareHToR
INS ONpeheACHEA AHTHTEN K P2-TMxonporeHdy | H  xapmwonmmmHy npomssoactea Q00 «HIIO

«}.lml]iocruqocm CHCTEMED».

- ° PHCBOCHKE HOMEPA (XOAA) CEPHH PEAreHTa OCYIRECTR/NSTCA B COOTBETCTBHH C YCTAHOBIICHHEM Ha 000
«HIO «/IRarsoCTEIECKES CHCTEME» OPSAKOM, HOMEP (KOZ) CSPHH peareHTa NMpeACTaniser coboll yRAKasHul
HOMep, cocroanuii i3 pockMu midp: XXXYYZZZ, rae XXX - magporolt xoa MM RAH yHHBEPCAILROIO pacTeopa
Ha NPEANPHATHH, YY - HOMCP PearcHta Ha MpeAnpudTun, ZZZ -nopaaxosslii HOMEp CEPHH pearenTa).

3.2. MapxupoBka BHemHeH yHaxoBkH (00pasiil OpeACTARICHH B 1. 4.2. HACTOAMETO
AOKYMEHTa).

Ha xaxmyio xopoOky ¢ HaGopoM (IOTpeOATENBCKYIO YIAKOBKY) AOJDKHA GHTh HaHECEHA
MNapKMpOBKa ¢ YKa3aHHeM:

— JIOTOTHTIA DPeANPHATHA WM TOBAPHOrO 3HaKa;

— DOOJHOIO H COKPALICHHOr0 HAMMCHOBAHHUA IMPOH3BOAMTE)A, CHMBOJA 5.1.1, novToBoro
anpeca (¢ ykasaHWeM cTpaHn npoucxoxiaenns MH), tenedona/paxca, anpeca snextponHolt
DOYTH H HHTEPHET-CAlTa MPOH3BOARTEIIS;

— MOJIHOrO ¥ TOProBoro (COKpallCHHOI0) HANMEHOBaHUs HabOpa;

— KaTaNlOXHOro HOMepa (CHMBOI 5.1.6 + HoMep);

— KOJMYecTBa ompeAeneHuit (cuMBon 5.5.5+ KoNUvECTBO ONpeAeneHuit);

— COCTABA H KOJIMYECTBA peareHToB Habopa;

— HoMepa cepnu HaGopa (cuMBon 5.1.5 + Homep cepuu B dopmate: XXXYYY );

— JATH H3TOTOBNCHHA HaGopa (cHMBoJ 5.1.3 + narta B popmare YYYY-MM);

— CpOKA POAHOCTH Habopa (KOMHYECTBO MECALICB);

— cpoka rogHocty Habopa (cuMBon 5.1.4 + naTa MCTEYeHHS cpoka roAHOCTH B (hopMare
YYYY-MM-DD);

— mTpHx-koa Habopa, QR-xozna (mpu HEOGXOAMMOCTH);

= HOMepa TeXHUYECKHX YCoBBii;

= HOMepa H JaThH PErHCTPALHOHHOIO YAOCTOBEPEHHS,

- ycnouif xpaHenus HaGopa (cumBoau 5.3.2, 5.3.4, 5.3.7);

- YKa3aHWi O MPUMCHCHUY 111 AHATHOCTUKH in vitro (cuMBon 5.5.1);

— YKa3aHHf, YTO B CIy4ae NOBPEXKNCHAN YNAKOBKH HENb3S HCMOMB3OBATh MEAUIIMHCKOES
n3genwue (cuMsos 5.2.8);

- YKa3aHHd JUIA TIONB30BATENd O HEOOXOMMMOCTH O3HAKOMHTBCH ¢ HHCTPYKIHEH IO
npHMeReHHIO (CuMBON 5.4.3);

— Haanuc «J1n4 npodeccHOHANBHOTO MPHMEHEHHAY,

- Haanucu «He crepunpHo»;
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YnakosKa 1 mapkuposka «JC-UPA-AHTN-p2-MNMNKOMPOTENH 1-G»

- Hagnucu «K+, K-, Kannbpatopbl cogepar B CBOEM COCTaBe Matepuasbl Ye/I0BEYECKOro
MPOUCXOXAEHNA»;
- Hagnuenm «K +, K-, Kanubpatop O, Kanubpatop 1, Kanubpatop 2, KanubpaTtop 3,
Kann6patop 4, Kanubpatop 5 He cofepxaT aHTuTena k BUY-1,2 n BIrC, HBsAg»;
- WH(opMaLMm 0 TOKCUYHOCTU, arpecCUBHOCTY M APYTrOi onacHOCTK (cumBon 5.4.4).
Ha aTukeTKe ¢ cocTaBOM Habopa AO/MHKHbI 6bITh YKa3aHbl:
- 3HaYeHWs KOHUeHTpaumin aHTuTen Kknacca G K p2-rnmkonpoTenHy 1B Kannbpatopax 0-5;
- [AmanasoHbl 3HAYeHWI KOHUEHTpauwuii aHTMTen knacca G K p2-ramkonpoTenHy 1 ans
K- n K+.
MpyMevaHme:
‘MpuceoeHne Homepa (koga) cepum MU OCyLLECTBASETCA B COOTBETCTBUM C YCTaHOBMEHHbIM B OO0 «HMO
«JInarHocTnyeckne cuctembl» nopsigkom. Homep (kog) cepum MU npefcTaBnsieT OGO YHUKa/bHBIA HOMEp,

COCTOAWMIA M3 LWECTU Uupp u ABnsoWwmica naeHTudrMkaTtopom aaHHoin cepum MU XXXYYY, rge XXX-
umcpposoli kog MW Ha npeanpuatum, YY'Y - NOpsiAKoBbIn HoMep cepun M.

3.3. MapkupoBKa rpynnoBoi ynakoBku (06pasubl NpescTaBneHbl B M. 4.3. HACTOALLENO
[IOKYMEHTA).

Ha rpynnoByto ynakoBKy ¢ Habopamu Jo/mkHa 6biTb HaHeCeHa MapKUpPOBKa C yKazaHWeM:

- JloroTuna npegnpuaTua UM TOBapHOTro 3HaKa,;

- COKpaleHHOro HaMmeHOBaHWA MpoussoauTens, cumeona 5.1.1, No4YToBOro agpeca
(c ykaszaHueMm cTpaHbl npoucxoxzgeHns MW), TeneoHa/thakca, agpeca 3N1eKTPOHHOW MOYTbI K
WHTepHeT-caliTa NPoM3BOAUTENS;

MONHOTO 1 TOProBOro (COKPalleHHOro) HavMeHoBaHMS Habopa;

KaTanoxHoro Homepa (cumson 5.1.6 + Homep);

- Homepa cepuu Habopa (cumBon 5.1.5 + Homep cepumn B popmaTe: XXXYYY *);

- [aTbl U3roToBneHus Habopa (cumson 5.1.3 + gata B popmate YYYY-MM);

- CpoKarogHocTtu Habopa (KOIM4ecTBO MeCALeB);

- CpoKa rogHocTtu Habopa (cumBon 5.1.4 + gata UCTeyeHMa CpoKa ro4HOCTU B popmate
YYYY-MM-DD);

- YCNOBMIA XpaHeHMsA 1 TpaHcNopTUpoBaHUs Habopa (cumsonsl 5.3.1, 5.3.2, 5.3.4, 5.3.7);

- MaHUNyNSALMOHHOIO 3HaKa «Bepx»;

- Hagnucu: «He cTepUNbHO»;

- yKasaHWii 0 NPUMEHEHNN ANS ANarHoCTUKMK in vitro (cumson 5.5.1);

- MH(opmMaLMM 0 TOKCUYHOCTKM, arpecCUBHOCTU 1 Apyroi onacHocTu (cumeon 5.4.4);

- yucna euHuL NoTpebuTeNbCKOM YyNakoBKU M3AeNNi B TPYNMNOBOA YNaKOBKe;

- Maccbl HETTO M Macchl 6PYTTO rPYNMoOBOA YNaKOBKY;

- MacCbl HETTO MOTPEOMTENLCKON YNAaKOBKU.

Hagnuc Ha rpynnoBOA  ynakoBKe, COAepXawMe faHHble O 4ucie  eAuHuL
noTpPebMTeNbCKOM YyNakoBKW W34eNMin, Macce HeTTO W Macce OpyTTo, Macce HeTTo
NoTpebunTeNIbCKOM YNaKOBKN AOMYCKAETCA BbIMOMHATL OT PYKU UM C NOMOLLbIO K/NLLE.
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Ynakoska u mapkuposka «JC-PA-AHTUN-P2-TTTMKOMNPOTENH 1-G»

MpymMeyaHve:

prcBoeHne HoMepa (koga) cepun MIA ocyLLecTBASETCA B COOTBETCTBUM C YCTaHOBMEHHbIM B OO0 «HIMO
«[lnarHocTn4eckmne cucTeMbl» nopsgkom. Homep (kop) cepum MW npeacTtaBnsieT co60i yHMKaNbHbIA HOMEP,
COCTOALUMIA M3 LUECTU UMp W SBASIOWMIACA UAEHTMPMKATOPOM JaHHOW cepum MU:  XXXYYY, rge
XXX-umncposoii kog MW Ha npegnpusatin, YY'Y - NOpAAKOBbI Homep cepun MIA.

3.4. OGbsCHEHME CUMMBOJIOB, WUCMO/Mb3yeMbIX B MapKuMpoBKe MW, npeacTaBneHo B

Tabnuue 1
Tabnuua 1
O6bACHEHNE CUMMBOJIOB, UCMOb3yeMbIX B MapKnposke MU
IVD MepguumnHcKoe nsgenve Ang gUarHoCTUKM in vitro
O6paTnTech K UHCTPYKLUK MO
PbrotoButens/npon3BoanTeNs l:l_ P PyKU
NMPUMeEHeHU0

CofepXXMMOoro AocTaTouHO 4

He 00NYyCKaTb BOB,D.EVICTBVIFI COJ/IHEYHOrI O
npoeeneHNA n TeCToB

S Homep no katanory Mpeaen TemnepaTypbi

o cBeTa
(Konn4yecTBO OnpefeneHnin) ]

Kog naptum (Homep cepun) Bepeub OT Bnarun
[ata nsrotosneHus (YYYY-MM) A BHumaHue

CpoK rogHocTu (gaTta WCTeYeHMs

cpoka rogHoctn B opmate YYYY- I-I Bepx
MM-DD)
He wncnonb3oBaTb Npu NOBPEXAEHUU
Xpynkoe, 06paLiaTbCa 0CTOPOXHO
YNaKoBKMU

Crp. 11 u3 14
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YnakoBka 1 mapkuposka «AC-UPA-AHTUN-p2-TTNKOTMPOTENH 1-G»

4. O6pasubl MapKNUPOBKU
4.1. O6pasubl BHYTPEHHEN MapKNPOBKN

CAC-NDA-AHTU- CACMNOA-AHTN- C-UDA-AHTH
pP24-MNKONPOTEMHI1-0» = 0 '© 32-TNINKOMNPOTEWH1-0» s q 02-F;:Iﬂl~/IKVOI'IPéTEMH71-G —
R KoHblorar ~ 1 8 |
MmMMmMyHocopGeunT | He coipu|iToureraml Nz AB o
12.0 mn 101 w1 Bkf4-1.2iierc. HB$Ap ~ LI 5 B |
i/~src 3 E ~ 1
® Wow=° 1 0 8 #”
1 ¢l w °
1.4_/ «QC-NOA-AHTU- CAC-NOA-AHTU-
C-NOA-AHTU-
pP2-TNTUNKOMPOTENH1-C» b3 P2-TNVNKOMPOTEWMH1-C. A
p2-TNINKOM»OTEMH1YS.
Kann6patop O H o
MBCOAap).uT aHTuTenak N 3 He cofiepuT enturesiam N 7 —m o Kanun6patop 1 N ,0\ ~NE §
BA¢12 MBIC,HBsAg C_ 1 ~S S BWU-l.ruelC.HBelag t 1 AE o we COAEPXUT eHnnena = N - s
2 A A
25w t -5 Y X ~ones LGB 10 E S
n i 1mpi1 =
A ® Da W
AC-UDA-AHTU- -a AC-UOA-AHTH- KAC-UDA-AHTU- A
M3 P2-TMNKONPOTEMH 1-G» 02-TNINKONPOTEMH 1-Oe AE _ CTAMKONPOTENHL.O "o
Kanuépatop 2 N o ~s | Kanuné6patop 3 n 0O ~=s P o
p p N ° Kanu6patopa H o ~=]
Ha copepuT aHTuTenaH N A ANE® He CopepuT aHTUTene i n
A A BMY-1.2uBrC. HBaAp " 1 "Eo Me cogeput aHtutenee N n
BIY-1.2UBIC, nBaAy | ~"Es BIU-1.2e8[C.HBeAs A 1
1.0 kln X ot 1oun 4 ot or=1
‘58T X ¢ ANES 1.0ua xoow
A - 1caWw ° Mo Agt
ACNSA-AHTH- <AC-MOA-AHTH- Taep AC-MOA-AHTA- =
Ta» P2TIUKONPOTEUH1-02 53 02-TMWKONPOTEUH 1ua> s o 53 P2-rIMKONPOTEMH 1-0a
Kanué6patop 5 » g = |
He €OVBPK|rr antutBna m N " S EP M I_I /\ 1
BUY 1,rwerc HBsAg ~ 2 1 UJ'
1.0 Mn KA 12,5 mn o1 12,5 mn X 1 s |
1,.at X A~ A1 '
® ~a ® D1 =
O ® cx | W
W nop w o CTton-peareHrt -
L. n TM b - B g
A 0,2M Ll é .
50.0 mn Cy6cTpaTHbl i pacTBOp " E §
! a 25,0 mn s i 14.0 mn - 8
lotl XXXzzYYY  [wo] . ,,=1 [1ot] XXXYYZZZ [ [C&a XXXYYZZZ ria s i
- -~ w s
iYYYY-MM-DD 2 yYYY-MM-DD LR ~nSs e ATTTF-M M -00 rci A5 oA

NMnanweTansa
npepBapuTenbHOrO

pasBsefeHNs Chl BOPOTOK
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Ynakoska 1 mapkuposka «JC-UPA-AHTN-P2-TMMNKOMPOTENH 1-G»

4.2. O6pa3subl BHeLLHe MapKUPOBKN

MNHpopmayma HaHeceHa TUNorpa@ckum crnocobom
Ha KOpPOG6KY

HAYYHO-NPOWN3BOACTB6HHOe OBbEAWH|HHE
ONATHOCTUYECKUWE CUCTEMBDI

OBLLECTBO € OrpaHNYeHHON OTBETCTBEHHOCTHHO
«Hay4HO-MPOV3BOACTBEHHOE 0OLEaVHEHME
«[IMarHoCTNYECKME CHCTEMbD>

000 «HIMO «/IyarHoCTUYeCKYe CUCTEMbD>

603093, Poccus, r. HikHmia Hosropog, yn. s16noHeBas, 22

{831) 434-86-83, 8-800-555-0300

A3 info@npods.ru, www.npods.ru

KOC-UDA-AHTN-p2*TNNKOMNPOTENH 1-G»

«Habop peareHToB [ref] PS-24S2

ANS1 KONMMYECTBEHHOTOo onpefeneHns 1
aHTUTen Knacca G K 92'TankonpoTtenHy 1 [tot] 245YYY A I
MEeTO0M NMMYHO(EPMEHTHOIO aHannsa» T

YYYY-MM "
(«4C-NDA-AHTUN-pr-rMMNKOMNPOTENH 1-G») +1
YYYY-MM-DD
REF PS-2452

Cpok rogHoctu: IB moc.
P Y Ne otDD.MM.YYYY
TY 21.20.23-245-05941003-2021

«[lNA NPO(ECCHOHANBHOO NPUMEHEHUSH. «He cTepuabHO». <K+. K-, Kanmbparopb!
cofep>kat e cBoeM CoCTaBe Marepuaiibl Ye/IOBEYECKOro IPONCXOXKAEHNSA»
«K+. K-, Kambpatop O, Kanmbpatop 1. Kambpatop 2, Kann6p”p 3, Kambpatop 4

CocTtaB Habopa: ~AQ 6
1 WmmyHOCOO6eHT 1 nnaHwert
2  KoHbtorart 1dpn. 12,0 mn
3 K+TX - X En/mnl 1on. 1,2 Mn
4  K-(meHee x En/mn) 1on. 2.5 mn
5 Kanu6parnn 0 ( X Ea/mn) 1(>n 1,0 mn
6 Kanub6oatnn 1 ( X ba/mn) »n 1,0 mn
7 Kanuboaton 2 ( X Ea/mn) 1dn. 1,0 mn
8 Kanu6oatnn 3 ( X Ea/mnl 1dn. 1.0 mn
9 Kanu6oatno 4 ( X En/mnl 1dn. 1,0 mn
10 Kanm6patnn 5 ( X Ea/mnl 1dn. 1,0 Mn
11 BP 1dn 12,5 mn
1?  PPC 1on. 12.5 mn
13 NP 1dn. 50.0 mn
14 Crton-oeareHT 1dhn. 25.0 mn
15 TMB-Cy6cTpaTHblii pacTBop 1dn. 14.0 mn
16 MnaHweT ANA NpejBapuTeNbHOro pasBe/leHUs CbiIBOPOTOK 1nnaHwer
17 NneHka 3awutHas ana NPA-nnaHweTos 2wt
18  HaKOHeuYHVWKM ofHOpa3oBble 16 WT
19 BaHHOYKa NNacTUKOBas ANA XUAKUX peareHToB 2 wr.
20 [MakeT NOAN3aTUNEHOBBLIW ¢ 3aMKoM Zip-Lock 1 Wt
21 BnaHK ANns NOCTOOEHUs KaMGPOBOYHOrO rpaguka 1wt
22  WIHCTPYKMMS NO NPUMEHEHUIO 1w
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Ynakoska n mapkuposka «4C-MPA-AHTUN-p2-TTMKOTPOTEWH 1-G»

4.3. O6pasybl rpynnoBoii MapKUpoOBKH

MHhopmaLmsa HaHeceHa TUNorpagycKnMm cnocobom
Hi Kopobky

HAYHHO-TPCU3BOACTBEHHOE OGbCAUHEHWE
ONATHOCTUYECKWE CUCTEMBI

000 «HIMO «[uarHocTn4ecKune CUCTeMbI»

603093, Poccus, r. HokHmiz Hoeropog, yn. H6/oHesast, 22
w N Ten./(paxc; (831) 434-86-83,8-800-555-0300

E-mail: info@npods.ni, www.npods.ru

«He cTepunbHO»

«Habop peareHToB
ANA KONMYECTBEHHOTO onpejeneHmns
aHTuTen knacca G K p2-ramkonportenHy 1
MeTo0M MMMYHO(EPMEHTHOTO aHannsa»

(«AC-NDA-AHTH-pr-FNNKOMPOTENH 1-G»)

[For] 245YYY
YYYY-MM

REF PS-2452

Cpok rogHocTu Habopa 18 mae

2 YYYY-MMV-DD Macca HeTTo _JI_Ha6opoB _X_ K&

Macca 6pyTTo _X_ HabopoB _X_ K&

Macca HeTTo NOTPe6oTeNbCKO YyNakoBKN X K&
A Yncno eguHuL, NOTPe6UTENLEXOI YNAKOBKM X
y
PaspaboTan:
Onepatop A.B. BopoHoBa
2021 r.
Cornacosanu:
CotpyaHvk OOKuP I".P. Te6eHbKOBa

["NaBHbI MeHeyKep Mo

2021 r.

IN.E. MUTEHKWHA

perucTpaumn « § 2021 T
Muikpo6ronor OBHT H.B. YenypyeHko

2021 .
HauanbHuK OMNPulrH B.A. WansHoBa

2021 .
[VpeKTop no nNpov3BoACTBY, K.6.H. B.K. NMumeHoB

2021 r.
JupeKkTop no KayecTtsy M.H. KokopeBa

« » 2021 r.
Crp. 14u3 14
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