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MHCTPYKLUUSA no SKCNNAYATALUMU
HA MEAVWUWHCKOE U3AENWUNE

3ameHVTeENb CMHOBMANbHOW >KuakocTHn "CUHOKPOM®" (SYNOCROM®),
CTepuNbHbIN 1% pacTBOpP A BHY TPUCYCTaBHbIX MHBEKLUMIA, B LUNPULAX MO 2 MN

INSTRUCTIONS FOR USE FOR MEDICAL DEVICES

Synovialfluid substitute SYNOCROM®, sterile 1% solution
for intra-articular injection, in syringes by 2 ml
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Beurkundungsreqisterzahl: 2191/2017

Die Echtheit der Firmgzeichnung des Herrn Mqgister Gerhqgrd Prinz, geboren
am 28.04.1940 (qchtundzwqgnzigsten April neunzehnhundertvierzig), 2100
Leobendarf, Industriezeile 6, gls Geschciftsfuhrer fur die Croma-Pharma GmbH
mit dem Sitz in Leobendorf, wird bestcitigt.
Nach heutiger vargenammener Einsichtnghme in dgs Firnnenbuch des
Landes- gls Flgndelsgericht Korneuburg bestcitige ich, dess nqch denn
derzeitigen Sfgnd dieses Buches Herr Mqgister Gerhqrd Prinz qls
Geschciftsfuhrer berechfigf ist, die im Firnnenbuch des Lgndes- (qls
Flandelsgerichfes Kcrneuburg zu FN 92329 d eingefrggene Croma-Pharma
GmbH mif dem Sitz in der polifischen Gemeinde Leobendorf selbsfsfondig zu
verfreten. ---m-mmmmmem oo
Korneuburg, gm 29.11.2017 (neunundzwonzigsten November zweitousend-
siebzehn).—---m-m e

Die Gebuhr von Euro 14,30 wurde entrichfet

Tschugguel

Substiful/aes offentlichen Notars
Dr. Wolfgang Bauml
2100 Korneuburg

Gebuhr Euro 14,40 entrichtet

. Apostille
/ (Convention de La Naye du 5 octobre 1961)

Nl.Land:  Osterreich
Pays:
Diese offentliche Urkunde / Le present document officiel

2. ist unterzeichnet von LIiCLQ IScOictCiOuei
a ete signe par ' 0 A

3. in seiner Eigenschaft als ~ Substitut des Offentl. Notars
agissant en qualite de 3au-v, L

4. st versehen mit dem Siegel/Sternpel des (der) ‘Notars
le sceau/timbre qui y figure est celui de

Bestatigt / Ainsi fait

5. in Korneuburg 6.an 3c./[4
a (lieu) le (date)
[T durcbdie Prasidentin des 8. unter ZI. Jv 253
', Landeseerichtes Korneuburg sous No
I , par (autorite d’ attestation) du registre
i N 9.,.eiegel/Stempel- 10. Unterschrift /A t-4 -
\ 7, Sceau ou timbre Signature

A VB Sabine Schmidt
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Instructions for use of the medical device
Synovial fluid substitute «<SYNOCROM®», sterile 1% solution for intra-articular
injection, in 2 ml syringes

1 Brief description
Synovial fluid substitute «<SSYNOCROM®», sterile 1% solution for intra-articular injection, in 2

ml syringes, (hereinafter SYNOCROM®) is a sterile ready to use 1% aqueous solution of
sodium hyaluronate with a molecular weight of ~ 1.6 million daltons in syringes of 2 ml.
Used as a substitute for synovial fluid to restore the natural viscoelastic properties of the synovial
fluid when injected into synovial joints (viscosupplementation therapy) and prescribed for pain
and limitation of mobility due to degenerative or post traumatic changes in the joints that
contains synovial fluid.
Method of sterilization: steam (high-pressure syringe in blister).
SYNOCROM® is a sterile non-pyrogenic isotonic viscoelastic solution for intra-articular
injection.
2. Composition
1 syringe (2 ml) SYNOCROM® contains the active ingredient sodium hyaluronate;
excipients: sodium chloride, disodium hydrogen phosphate dodecahydrate, citric acid, water for
injections.
2.1. Information on medicines contained in the medical product
The medical device contains Sodium hyaluronate.
2.2. Information on materials of animal or human origin contained in the medical product
Materials of animal or human origin are not used in the production process of a medical product
or as a raw material.
3. Indications for use
The pains and movement restriction as a result of degenerative or post-traumatic changes in the
joints, containing synovial fluid.
4. Principles of Operation of the Medical Device
A All synovial joints contain viscoelastic sodium hyaluronate.

This substance has lubricating and absorbing properties, which provide normal, painless
movement of these joints.
Viscoelasticity of synovial fluid significantly decreases at degenerative diseases (osteoarthrosis)
or post-traumatic changes in the joints, as a result of which mechanical loading on the joint
increases and the destruction of articular cartilage enhances (that manifests by restriction and
pains on movement in the joints). Intra-articular administration of highly purified sodium
hyaluronate with optimized viscoelastic properties allows to improve the quality ofjoint
lubrication.
Lubricating and absorbing properties of SYNOCROM® allow to decrease the pain and to
increase joint mobility.
This effect may remain within several months after performing the course of application,
consisting of five intra-articular injections.

5. Method of Use
Take the ready-to-use syringe out of the blister, remove the rubber cap from the Luer-Lock

adapter by turning it gently, attach an appropriate sterile needles and lock it into place by turning
carefully.

The injection site is treated with a disinfectant substance containing alcohol. SYNOCROM® is
injected accurately into the joint cavity by standard methods, given the anatomical features.
Depending on the size of the joint, up to 2 ml may be administered intra-articularly.

In the knee, three to five injections of the product at weekly intervals are recommended. In hip,
ankle and shoulder, the number of injections may range from one to five and should be chosen
based on the clinical experience and the relief obtained by the patients. Several joints may be
treated simultaneously.
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Course of 5 injections maybe effective for more than 6 months (depending on disease severity
degree). Repeated courses of application are acceptable. SYNOCROM® administration in joint
cavity should be stopped at pain appearance during injection.

The unconsumed solution is not applicablefor storage.

6. Contraindications

SYNOCROM® should not be applied in patients with increased sensitivity to one of medical
product’s component.

The patients with bacterial arthritis should refrain from application this product in order to avoid
possible complications because of intra-articular administration of SYNOCROM®.

Doctor in charge should also be familiar with all immunological and other potential risks
associated with the use of biological material.

7. Possible Adverse Effects of Medical Device Use

In patients, applying SYNOCROM®, a manifestation of local symptoms (pain, feeling of heat,
redness and swelling) may occur. After administration of the product, it is recommended that an
ice-pack be placed on the treated join for 5-10 minutes in order to prevent pain and swelling.

It was reported the following adverse events that occur in the treatment of similar products: mild
or moderate arthralgia, in rare cases skin rashes, aseptic joint effusion, pruritus and muscle
cramps. In very rare cases was observed following adverse events; allergic reaction, anaphylactic
shock, hemarthrosis, phlebitis, pseudosepsis, severe acute inflammatory reaction,
nasopharyngitis, joint stiffness, tendonitis, bursitis, fever, and myalgia.

In the case of pronounced manifestations, accompanied by severe pain, the solution should be
removed from the affected joint.

8. Safety Requirements
SYNOCROM® assigned only for intra-articular administration. During the first 24 hours after

the procedure the patient is advised to adhere to a sparing mode, and to avoid an excessive load
on the joint.
Application of SYNOCROM® was not studied in pregnant women and children younger 18
years.
SYNOCROM® should be kept out of reach of young children.
SYNOCROM® assigned only for single use. Repeated sterilization it is not allowed. Repeated
--!5q use of product is associated with a potential risk of infection to the patient or physician.
L Do not use the syringe from open and/or damaged sterile blister.
5 Do not use the syringe with open and/or damaged cap.
Do not apply after the expiration date.
It is necessary to hold the syringe with SYNOCROM® during injection as is shown in Pic.l.
stop opening behind

g CORRECT!

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



Picture 1
) Possible Combinations with Other Equipment
No information available at present time about incompatibility of SYNOCROM® with other
solutions for intra-articular administration.
One should not apply disinfectants, containing quaternary ammonium salts, since hyaluronic acid
sediments in the presence of these substances.
SYNOCROM® syringe is compatible with any injection needles that have a Luer Lock
connector. The product must be used with an appropriate needles (considering the body type of
the patient and the type of joint, in which the injection is administered) and used only by
physicians trained in the technique of intra-articular injections
10 How supplied and packing
2 ml ofa 1% solution for intra-articular injection in a syringe made of glass.
One syringe without a needle, in a contour acheikova packing (blister). Needle for injection not
supplied.
One contour acheikova package together with the instructions for use in a cardboard pack. The
pack has a sticker from self-adhesive material on both sides for control opening.
11. Sterility
Sterilization method: by steam of the high pressure (syringe in a blister) in accordance with EN
ISO 17665-1 for 15 minutes at 121°C.
Sterility of the gel is guaranteed inside the undamaged syringe-stopper system.
12. Methods and Detergents for Disinfection and Pre-cleaning
Not Applicable.
13. Storage condition
Store in a dry place at temperatures from 2 to 25 °C.
Do not heat, do not freeze, protect from direct sunlight.
14. Transportation conditions
Products should be transported by all kinds of roofed transport in accordance with cargo carriage
regulations applicable to each mode of transport at the temperature from 2 to 25 °C.
15. Shelf life
3 years.
16. Maintenance
Not applicable.
17. Repairs
Not applicable.
18. Medical Device Recycling or Disposal
According to the degree of danger SYNOCROM® belongs to a class B (epidemiologicaily
hazardous waste) and must be disposed of in accordance with SanPiN 2.1.7.2790-10. There are
no specific disposal instructions for the gel or the glass syringe.
19. This product is designed, manufactured, tested and packaged in compliance with all
relevant requirements.
The manufacturer guarantees the quality of the medical device in the blister before the expiry of
its validity, provided that the packaging is not damaged and the storage conditions are met.
Warranty period corresponds to the period of validity is 3 years
20. Registration certificate
Ne ®C3 2010/08100 from October 15, 2010
21. Manufacturer
Croma-Pharma GmbH,
Industriezeile 6, 2100, Leobendorf, Austria
www.croma.at
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22. The authorized representative of the manufacturer/Packer
ZAO «PharmFirm «Sotex»
bid. 11, village Belikova, rural settlement Berezniakovskoe, Sergiev-Posad munieipal distriet,
Moscow Region, 141345, Russia
Tel/fax: (495) 956-29-30
WWWw.sotex.ru
Customer complaints to be send to the address of ZAO «PharmFirm «Sotex».

Symbol A Meaning
q) Prohibition on repeated administration
A Caution! Refer to administration instructions
1 Temperature range
STERILE 1 Sterilization using steam

Prevent the action of sunlight

f Keep dry

Do not use if package is damaged

HI Manufacturer.

Use by
LOT Batch number
PEEL Indication of the location of the package opening
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[MepeBog ¢ HeMeLKOro A3blKa M aHTNMACKOTO f3blKa Ha PYCCKMiA A3bIK]

YTBEPXAAK/ YTBEPXAAIO

Kpoma-dapma M'moX

OpraHu3anns/OpraHusavnms

WHaycTtpuuaiine 6. 2100. JleobeHgopd. ABCTpys

Agpec/Agpec
Ynpasnstowmii LupekTop

JL0mKHOCTB/[LOMKHOCTD

MepxapalpuHu
DUO/DPUO
/nognuck/ 29.11.2017
DNata AA0.MMTIT/lata 44.MM.NT
/noanuce/
Moanvck/Moanuce
/WTamn'. Kpoma-®apma
M’EC.M.B.X
21 O00/1eobeHaopd VHAycTpurLaiine 6
Ten. 02262/684 68-0, dakc 684 68-165/ /WTamn’, B KopHebypre, 29 Hoabpsa 2017/

MHCTPYKUWA no SKCNNYATALNN
HA MEAVUMHCKOE N3AENTNE
3ameHnTeNb CUHOBUANBbHOM XKNAKOCTU «CUHOKPOM®» (SYNOCROM®), CTepunbHbIii

1 %pacTBOp AN BHY TPUCYCTaBHbIX UHLEKLWIA, B LUNPULLAX N0 2 MN

MHCTPYKUWA no 3KCMNNYATAUWN HA MEANUMNHCKOE N3AETNE
3ameHnTeNb CUHOBUANBHO XKnAKoc TN «CMHOKPOM®» (SYNOCROM®), CTepunbHblii

1 %pacTBOp 415 BHY TPUCYCTaBHbIX UHBEKLWIA, B LUNpULAX NO 2 M/
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PerncTpaymoHHbIii HOMep oghMUManbHOro 3acBMAeTeNbCTBOBaHNSA: 2191/2017

HacTtoawmm ypaocToBepseTca  NOASIMHHOCTL nognucu r-Ha Maructpa [Mepxapga [MpuHUa,
poamBLueroca 28.04.1940 r. (gBasguaTb BOCbMOr0 anpens TbicAya [eBATLCOT COPOKOBOro roja),
2100 NleobeHpopt, HaycTpuuaiine 6, B ynpaBnstoLLero AMpeKTopa obLecTsa ¢ OrpaHNyYeHHON
0TBETCTBEHHOCTHI0O Kpoma-dapma MMOX., ¢ opuanyecknm agpecom B 06w mHe SleobeHpopd.—
CornacHo nMo/lyyeHHOW cerogHsi BbINUCKe K3  Kommepyeckoro peectpa OKPY)XHOrO U
Kommepueckoro cypa r. KopHoOMOypr s y[oCTOBEpPsitO, 4YTO MO TeKyLIeMy COCTOSIHUIO
Kommepueckoro peectpa r-H Maructp Mepxapg MpuHL Kak ynpasnsowmii AUPeKTop MMeeT
npaBo CaMOCTOATE/IbHO MpPeAcTaBNsATb BHeCEHHOe B Kommepueekuit peecTp OKPY>XHOro 1
Kommepueckoro cypa r. KopHoinbypr 3a Homepom FN 92329 d O6LiecTBO C OrpaHvyeHHoM
OTBETCTBEHHOCTHLIO Kpoma-Papma M'mM6EX, ¢ opuamveckum agpecom B 06LnHe JleobeHzoph.—

KopHonbypr, 29.11.2017 (aBaguaTth AeBATOr0 HOAOPSA fABe TbICAYM CeMHAALATOro roga).----------
MepboBbIn c6op EBpo 14.30 ynnadyeH.
MeyaTb HOTapuyca Bonbthranra bonmns, (nognuce)
aBcTpuiickas pecnybnuka, r. KopHoiibypr /WTamn: Maructp bepHg Llyrrenb
U0, 3ameLatolliee HoTapuyca
[JokTopa BonbraHra boimns
2100 KopHenbypr/

(MevaTb Mpe3ngeHTa OKpPy>KHOro cypa r. KopHoiibypra)

Co6op EBpo 14.40 ynnayeH.

AMOCTWMNb
(Faarckas KoHBeHUMs oT 5 okTs16psa 1961 roaa)

1 CrtpaHa: ABCTpUA
HacTosawuin ohmumaibHbIA JOKYMEHT:

2. Mognucan: MarucTp bepHa Llyrrens
3. [JencTByownii B kKavectse Jlnua, 3aMmeLwalollero Hotapumyca
JokTopa BonbgraHra boimns
4, JLOKyMeHT CKpensieH neyaTbio HOoTapuyca
3aBepsto:
5. B . KopHoribypr 6.30/11.2017T.

7. KeM (YMO/THOMOYEHHbIM): 8. Mopg Ne Jv 3839/17g-25a
Mpe3ngeHTOM OKPY>XXHOro
cyga r.KopHolibypra

9. Mevartb 10. Mognuce/nognmce/
(PO CabuHa WLmngT)

(MevaTb Mpe3ngeHTa OKpy>KHOro cyaa r. KopHoiibypra)

CKpensieHo nevaTbio HoTapuyca fokTopa Bonbdranra boimns, aBcTpuiickasa pecny6amnka,
r.KopHoinbypr
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NHCTpYyKLNA

No NpUMeHeHUD MeAULMHCKOIO U3genns

3aMeHUTeNb cMHOBMaNbHOM XXnUagkoctu CMHOKPOM® (SYNOCROM®),

CTepUbHbIN 1 % pacTBOp A1 BHYTPUCYCTABHbIX UHBLEKLWIA, B LLNPULAX L0 2 M

1. KpaTKkue cBefeHunA

3ameHuTelb  cuHOBMabHOW  Xungkocth  CUHOKPOM®  (SYNOCROM®),
CTepunbHbIA 1% pacTBOp ANS BHYTPUCYCTABHbIX UHBLEKUMIA, B LUMPULAX MO 2 M
(nanee CMIHOKPOM®) npeactaBnsieT  COO0M  CTEPW/bHBLIA  TOTOBbIM K
ynoTpebneHnto 1% BOAHLIA PacTBOpP HATPUA ruaslypoHata C MOJEKYNSAPHOW
maccour ~ 1,6 MH. JanbToH B LWUNpruax no 2 mi.

icnonb3yeTca Kak 3aMeHUTe/lb CMHOBUA/IbHOM YXUAKOCTM C Lie/Ibk0 BOCCTaHOB/IEHUA
MPUPOAHBLIX BA3KOYNPYIrMX CBOWCTB CUHOBU&/IBHOW >XMAKOCTA MPU UHBEKLMU B
CUHOBMa/IbHbIE CYyCTaBbl (BMCKOCaMmMiemMeHTapHad Tepanus) M Ha3HayaeTcs npu
oMM M OorpaHMyeHMM MOABWMXKHOCTM B pesynbTarte [ereHepaTtuBHbIX WK
MOCTTPaBMaTUYeCKMX W3MEHEHWI B CyCTaBaX, COAepPXalMX CUHOBUA/IbHYHO
XXNIKOCTb.

Cnocob cTepunusaumn: MapoM  BbICOKOrO AaefieHus  (LUNpWL, B KOHTYPHOM
AYEIKOBOW YMaKOBKe).

CVMIHOKPOM® npefcTaBnisieT o060 CTepW/bHbIA anuporeHHbI M30TOHUYECKUNIA

BA3KOYMPYruii pacTBOP [/11 BHYTPUCYCTAaBHOIO BBEEHUS.

2. CocTaB

1 wnpuy, (2 mn) CMHOKPOM® cofepXuT B KayecTBe aKTWBHOIO WHrpefaMeHTa
HaTpuAa rMasypoHar;

BCOMOraTe/lbHble  BewecTBa: HaTpusa  X10pug,  AuHaTpusa  rugpodocdgar

AoAeKarnapaT, IMMOHHaA KUC/oTa, BOAA A1 UHBEKLIWIA.
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2.1. WHpopmayumsa 0 JieKapCTBeEHHbIX CpeAcTBax, cogepXawmxca B
MeaAULUMHCKOM nsgennn (M)

MeanLUMHCKOE M3aenve COAEPXXNT HATPWsS TManypoHar.

2.2. WHbopmauma o wmaTepuanax KUBOTHOFO WUAM  Yesl0BeYeCKOro
MPOUCXOXAEHNSA, COAEPXKALLUXCA B MEAULLMHCKOM M3aenun
MaTepI/IaJ'IbI XNBOTHOIO WM Y€1I0BEYECKOIo NMPOUNCXoXaeHnsa He MCMNOJib3yTCA B

npovecce npownssoactsa MW nnn B KauecTse CbIpbA.

3. lNoka3aHus
bonm ©n orpaHnyeHne nNOABMXHOCTM B pesynbTate AereHepaTuBHbLIX WK
NOCTTPaBMaTN4eCKNX N3MEHEHUA B CyCTaBax, cogepxawnx CUHOBUA/IbHYHO

XNAOKOCTb.

4. MpuHunn gencTtBns

Bce cMHOBMasbHBIE CYCTaBbl COEPXKAT BELLECTBO HATPUA r1alypoHar.

JT0 BellecTBO 06/1a4aeT CMasblBalOWMM U amMOPTM3MPYHOLLMM  CBOMCTBaMMU,
KOTOpble 0becrneynBatoT HOpMasibHOE, 6e360/1e3HEHHOE [BMXXEHME CYCTaBOB.
BA3Koynpyroctb  CUHOBU&/IbHOW  XXMAKOCTU  3HAUMTE/IbHO  CHVDKAeTcs  npu
[ereHepaTnBHbIX  3ab0/1eBaHNAX  (OCTe0apTpo3) WM MOCTTPaBMaTUUeCKnx
N3MEHEHUAX B CyCTaBax, B pe3y/bTare Yero MoBbILLAETCA MeXaHU4yeckasa Harpyska
Ha CyCTaB W YCW/MBaeTCA paspyLUeHMe CyCcTaBHOro Xpsdwa (3To nposBnsercs
OrpaHNYeHMeM [BMXKEHUA M 60MSMU B CycTaBax). BHyTpucycTaBHOe BBefeHMe
BbICOKOOUMLLEHHOI0 ryanypoHara HaTpus ¢ ONTUMU3NPOBaHHBLIMU BA3KOYNPYTrMU
CBOMCTBaMM, NO3BO/SAET YYULUMTb Ka4eCTBO CMa3Ku CyCcTaBa.

CmasbiBarole un  amoptusmpytowme ceoiictea CMHOKPOM  nossonstoTt
YMeHbLUNTL 60/1b U YBENNUYNTL NOABMKHOCTb CyCTaBa.

ITOT 3(PheKT MOXKET COXPaHATLCA B TeYeHWe HeCKOSIbKUX MecsueB nocse

NPOBeeHNS Kypca NeueHmns, COCTOSILLErO U3 NSTW BHYTPUCYCTaBHbIX MHBEKLIWIA.
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5. Cnocob NpMMeHeHUs 1 J03NPOBKa

NHbekunn CHYHOKPOM®™  [0/KHbI  BbIMOMHATLCA  BpavamMu-cneyuanncramm B
acenTNUYecKnX ycnoBusax.

13BNeKnTe roToBbIN K YNOTPE6IEHNIO LLNPUL, U3 KOHTYPHOW SiUYEKOBOW YNaKOBKW,
NerkvM MoBOPOTOM YAannTe KayyyKOBblii KOMMAYoK C afantepa cuctembl Jlyepa,
MOACOEANHNTE COOTBETCTBYHOLLYIO CTEPU/IbHYIO UTY M 3aIMKCUPYIATE ee Ha MeCTe,
OCTOPOXXHO NMOBOpPa4NBas.

MecTo BBefeHVsi 06pabaTbiBaeTCA AE3UHPULMPYHOLWMM BELLECTBOM, COAepXXalum
cnupt. CMMHOKPOM  BBOAMTCA TOYHO B MONOCTb CyCTaBa MO CTaHAAPTHbLIM
METOAMKAM, YUYNUTbIBas aHaTOMUYeCKMe OCOOEeHHOCTW. B 3aBMCMMOCTM OT pasmMepa
CyCTaBa B CYCTaBHYI NOMOCTb MOXKET ObITb BBEAEHO [0 2 MJ1 pacTBOpa.

[Nna neyeHMs KOMEHHOro CycTaBa PEKOMeHAyeTCA BBefeHMe OT Tpex [0 NATU
nHbekuMn CMIHOKPOM® c MHTepBa/ioM B OfHY Hefento Mexay BeefeHuamu. [ns
NneyeHnsi Ta300efpEHHOro, roNeHOCTONMHONO W MJIeYeBOro CyCTaBOB KOMYECTBO
MHBbEKUMIA MOXKET BapbMpOoBaTbCA OT OAHOW A0 NMATUM U OMpefensTbCs Ha OCHOBE
K/IMHNYECKOI 0 ONbITa U COCTOAHMA MauyeHTa. Bo3MOXHO OHOBPEMEHHOE NleyeHne
HECKO/IbKNX CYCTaBOB.

Kypc 13 nATM WHBLEKUMA MOXET ObiTb 3(PMeKTMBHbIM 60Mee 6 MecsAueB (B
3aBMCUMOCTW OT CTEMNeHW TSHKECTW 3ab60/1eBaHnA). JonycKatoTCA NOBTOPHbIE KypCbl
npuveHennsi. BsegeHne CUMHOKPOM® B nMonocTb CcyctaBa [O/MKHO OblTb
MpeKpaLLEeHO Npy NMosiB/eHNM 6011 BO BPEMS MHBEKLNN.

OcTaTKM Heucnonb3oBaHHOTO 3aMEHUTEN CUHOBMANIbHOW >KMAKOCTU He

nogne>xaT XpaHEHUIO.

6. NMpoTnBonokasaHusa

CVHOKPOM® He MOXeT TNPUMEHATbCA Yy MauueHTOB C  MOBbILLIEHHOW
YyBCTBUTENLHOCTLIO K OAHOMY 13 KOMIMOHEHTOB MeJMLMHCKOro npenapara.

Beugy BHyTpucyctasHoro eeegeHns CMIHOKPOM® nauveHTam ¢ 6akTeprasibHbIM
apTPUTOM CrieflyeT BO3LepXKaTbCs OT NPUMEHEHUA AAHHOI0 U3LeNns BO U3bexaHue

BO3MOXXHbIX OC/TOXXHEHWA.
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Jlevawinin Bpayu A0O/MKeH ObITb OCBEAOMIEH 060 BCEX MMMYHOMOTMYECKUX U APYTUX

BO3MOXXHbIX MOC/1EACTBUAX NMPUMEHEHUA O610N0rnYecKnx npenaparos.

7. TTo604YHbIe 3D PEKTbI

Y nayueHToB, npumeHsowmx CHHOKPOM®, moryT HabnwogaTbCAd MeCTHbIe
CUMNTOMbI: 60/1b, YyBCTBO apa, NOKPaCHEHWNE N OTEYHOCTb.

[Mocne BBefeHWs pacTBOpa PEKOMEHAYETCA MNPWUIOXKWUTL My3blpb CO /JIbAOM Ha
06paboTaHHbIN cycTaB Ha 5-10 MUHYT, Y4TOObI NPeAOTBPaTUTL 60/b U OTEK.
13BECTHO O Cnefylowmx HexXenartesbHbIX peakumsax, BO3HUKAKOLWUX MPU NevyeHum
CXOXXUMW U3LeNNAMK: cnabas uim ymepeHHas 60/b B CycTaBax, B peAKux cry4asx
KOXHasi CblINb, aCENTUYECKUIA CYCTaBHOM BbIMOT, 3y U MblWeyHble cygoporn. B
OYeHb pPefKuMX Ccny4dasx Habnmgannch  cnegyrowme  MoboYHble  peakuuu:
a/iNeprmyeckme  peakumu,  aHalUIaKTUYECKMin  LLIOK, remapTpos,  (pnebwur,
MceBfOCENCUC, THKenas OCTpas BOCMaMTE/IbHAA peakuus, Ha3o(apuHIUT,
TYrOnoABMXXHOCTb CyCTaBa, TEHANHUT, OYPCUT, IMxXopagKa v MUanrus.

B cnyyae BbIpaXeHHbIX MPOSBIEHNIA, COMPOBOXAAKOLMXCA CUMNbHON  B0NbHO,
3aMEHUTE/Ib  CMHOBMA/IbHOW XXMAKOCTW [O/MKEH ObITb yAasieH M3 MOPaXXeHHOro

CyCTaBa.

8. MpepynpexaeHnusa n npegocTepexeHns

CNHOKPOM® npefHa3HayeH TONbLKO 411 BHYTPUCYCTAaBHOI0 BBeAeHUA. B TeueHme
nepBbiIX 24 4acoB MOCMe MpPOBeAeHUs Mpoueaypbl MNauMeHTy pekoMeHAyeTcs
NPUAEPXKNBATLCA LLAAALLETO PeXKMma 1 n3berartb M3NINLWHEA Harpy3Kn Ha CycTas.
MpymeHeHe CMIHOKPOM® He 1ccnepoBasiocb Y GepeMeHHbIX XEHLMH U JeTel
mnagLe 18 ner.

CVIHOKPOM® cneflyeT XpaHuUTb B HEIOCTYMNHOM [/151 AeTE MECTE.

CMHOKPOM® npegHasHayeH TOMbKO A4  OAHOPA30BOr0  MCMOJIb30BaHUS.
[MoBTOpHaa cTepunuMsauma He [onyckaetcs. [1OBTOpHOe MpUMeHeHWe WU3Lenus

CBA3aHO C NOTEeHUMa/IbHbIM PUCKOM 3apaKeHnA NMauueHTa UM Bpada.
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He wcnonb3oBaTb LINPUL, U3  OTKPLITON W/WNK  MOBPEXAEHHOW  CTEPU/IbHOW
YNaKOBKMU.

He ncnonb3oBath LUNPUL, C OTKPLITLIM W/UAW MOBPEXAEHHBLIM KOMaYyKoM.

He npuMeHATb Mo NCTEYEHUN CPOKa FOAHOCTW.

Bo Bpems BBegeHMs Heobxoaumo fepxatb wnpuy, CMHOKPOM®, kak nokasaHo

Ha puc. 1

(OTBeEpcTMeynopa
cnepeaw)

9. B0o3MOXXHble KOMOMHALUN C APYTUMUN MEANLMHCKUMUN N3LeNNSMU

B HacTosLll,ee BpeMs OTCYTCTBYeT AOCTYMHas MHpOpMauus 0 HeCOBMECTUMOCTW
CMHOKPOM® c fpyrummn pactsopamu Ansa BHYTPUCYCTaBHOIO BBeEHUS.

He cnefyet  nNpuvMeHATb  AesUHMUMpYIOLW,.Me  CpeAcTBa,  Cofepkaiiue
YeTBEPTUYHYIO aMMOHMEBYIO COJb, MOCKO/IbKY I'MaslypOHOBas KUC/OTa BbiNajaeT B
0CafloK B MPUCYTCTBUN 3TUX BELLIECTB.

Wnpyy CHHOKPOM® COBMECTUM C MWHBLEKUMOHHBLIMUA UrNamMu, WUMEeKLLMMA
pasbeM Tuna «Jlyep JIok». WM3genve crefyet UCMoONb30BaTb C COOTBETCTBYHOLLEN
UroM (C YY4eTOM KOMMMeKUMM MauueHTa M Buaa CycTaBa, B KOTOpPbIA BBOAUTCA
MHBbEKUMA) W MNPUMEHATb  TONbKO  Bpadamu,  OOYYeHHbIMU  TeXHUKe

BHYTPUCYCTaBHbIX MHBEKLIA.

10. d®opma BbINycKa K ynakoBKa

Mo 2 Mn 1% pacTBopa Ansi BHYTPUCYCTaBHbIX MHBEKLWIA B LUMPULE CTEKSHHOM.
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Mo ogHOMY wWiNpuLy 6e3 UMbl B KOHTYPHOW A4eiKoBOW ynakoBke (6smcTep). Mrna
A1 UHBEKLMWN B KOMI/IEKT MOCTaBKMN He BXOAUT.

M0 OAHON KOHTYPHON SYENKOBOM YMakoBKE BMeCTe C MWHCTPYKUMen mno
MPUMEHEHNIO B Mayke M3 KapToHa. layka MMeeT HaknelKh U3 CaMOK/esLL;erocs

MaTepuana c ByX CTOPOH [Nt KOHTPONS BCKPbITYS.

11. Ctepununsaund

MeTog cTepunm3aumMn: MapoM  BbICOKOro faBneHus (WNpuy B KOHTYPHOW
A4eliKoBOW ynakoske) npu 121 °C B TeyeHue 15 MUHYT B cooTBeTCTBUM C EN 1SO
17665-1.

CTepu/IbHOCTb 3aMEHUTENS CUHOBUATIBHOW XXMAKOCTU rapaHTUPYeTCa npu yCnoBum

LIeNOCTHOCTY LUNpULa.

12. MeToabl 1 cpeacTBa Ae3MHGpeKLNN 1N NpeaBapuTeIbHOA OUNCTKM

He npvmeHnmo.

13. ¥cnoBua xpaHeHus
XpaHnTb B CyXOM MecCTe npu TemnepaType ot 2 1o 25 °C.

He HarpesaTb, He 3aMOpPaXKMNBaTb, 6epeL|b OT MPAMbIX CO/THEYHbIX ﬂyquI.

14. ¥YcnoBusa TPaHCNOPTUPOBKU
|/|3p,e}'II/IFI [O/MKHbI  NEpPeBo3NTbCA BCEMW BUAAMWU  KPbITOro TpPaHCMoOpTa B
COOTBETCTBUM C Npasuiamu NepeBo3Kn rpy3oB, AeNCTBYHOWNMY NS KaXKA0ro BMaa

TpaHcnopTa npu Temnepatype o1 2 o 25 °C.

15. CpoK rogHocTu

3 roga.

16. TexHMYecKoe o06Cny>XmnBaHue

He npvmeHumo.
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17. TeKyUW il pemMoHT

He npvmeHnmo.

18. ¥Tnnusayus

Mo creneHn  onacHoct  CPffIOKPOM oTHocuTcAa K Knaccy b
(3NNAEMMONOTNYECK OMacHble OTXO0A4bl) W MOANEXWUT YTUAN3ALUUKM  COrflaCcHO
CaHlMnH 2.1.7.2790-10. Oc00bIX WHCTPYKUMIA MO YyTWAM3aUMM Tend  wum

CTEKNAHHOIO LWnpnua He CyLWeCTBYET.

19. M'apaHTuUliHbIe 06A3aTeNbCTBA

N3penve pa3pa60TaHo, M3roTos/1IEHO, WUCMNbITaHO W YyMakoBaHO TMpPU CO6J'IPO,£I,€HI/II/I
TpeboBaHWiA, NPeLbABISEMbIX K MEAULNHCKAM U3LENUAM.

[Mpon3BoauTe/b rapaHTUPYeT KayecTBO MEAMUMHCKOrO W3fenvs B KOHTYPHOW
sl4eliKoBOW YMakKOBKE A0 UCTEYEHWNA CPOKa ero rogHocTtwn, npn ycnosmn, 41O €ro

YMakKoOBKa He noBpexxaeHa 1 CO6]'II-O,£I,eHbI YCNnoBua XpaHeHUA.

20. PeructpaymnoHHOe y40CTOBEPEHNE

Ne @C3 2010/08100 ot 15 okTsa6ps 2010 .

21. NMponsBoanTeNb

Kpoma-®apma M'voX,

MHaycTpuuarine 6, 2100, JleobeHaopd, ABCTpus
Croma-Pharma GmbH,

Industriezeile 6, 2100, Leobendorf, Austria

WWW.Croma.at

22. YNOJITHOMOYEeHHbI NpeAcTaBUTENb NPON3BOAUTENA/Y NaKOBL UK

3A0 «PapmPupma «CoTeKe»

141345, Poccusi, MockoBckass 06nactb, CeprueBo-Ilocafcknini MyHULMNAbHbIA
paioH, CcenbCKoe rnoceneHne bepesHsaKoBCKoe, noc. benvkose, A.11

Ten./dpakc: (495) 956-29-30

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



Www.sotex.ru

MpeTeH3nn NoTpeduTenei HanpaensTb No agpecy 3A0 «dapmPupma «CoTeKe».

23. MexayHapoaHble YC/TI0BHble 0603HaUYeHNS
3anpeT Ha NOBTOPHOE NPUMEHEHME
OcTtopoxkHo! O6paTuTech K MHCTPYKLMKX NO MPUMEHEHWNIO
r TemnepaTypHbI Ananas3oH
STERILE
CTepunusaums napom
He gonyckatb BO3AeACTBUS CO/THEYHOIO CBETa
bepeub OT Bnaru
He ncnonb3oBath NPy NOBPEXAEHNN YNaKOBKN

M3rotosutens

"opeH po
LOT Homep cepun

PEEL # YKaszaTenb MeCTa BCKPbITUS YNaKOBKN
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MepeBoa AaHHOroO TekcTa cAenaH MHOM, NepeBogunKom KnenHesbiM BukTopom Uropesmyem.

Poccuiickass defepaums

["opog Mocksa

BocemHaguaToro fekabps e ThiCa4M ceMHaLaToro roga

A, Akumos Me6 bopurcosuy, HoTapuyc ropoga Mocksbl, CBUAETENLCTBYHO NOAMMHHOCTb NOAMUCH
nepesofunka KnenHesa BukTopa Mropesuya.

Moanucs caenaHa B MOEM NPUCYTCTBUN.

JINYHOCTb NOANUCABLLETO JOKYMEHT YCTaHOB/EHA.

3aperucTpupoBaHo BpeecTpe: No
B3bICKaHO rocyfapcTBeHHOM NowwmHbl(no Tapudy): 100py6.

YnnayeHo 3a okasa HOBOTO U TexHnyeckoro xapakTepa: 200 py6.
6. AKumosB

U CKpene.

HoTapuyc
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