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Cepxapo®,

pacTBOp ANA NOAKOXHOro BBeAeHus, 2.5 Mr/goza

CTpaHa-npou3eoguTens:
Homep perucTpaunoHHoro
YL,0CTOBEPEHUS:
[o3npoBKa/akTMBHOCT:
TexapcTeeHHasa dopma:
Paamep 1 TMn ynakoBKu:

Homep cepuu:

KonuyecTso ynakosok B cepuu:

[Jarta npoussogcTea:

[oneH po:

CTpaHa HasHa4deHusa/cTpaHa aKkenopTa:
MpoussoauTens rOTOBOW JIeKapCTBEH-
HOM hopMbl (HammeHOBaHME M agpec
MPOU3BOACTBEHHOW NIOLLAAKK):
BTopuyHas ynakoska:

MponsBoguTens (BbIMYCKAOWMA KOH-

Tupsenarug

Poccuiickan ®enepauus

TM-Ne(009704)-(PI-RU) ot 11.04.2025 (mata BHeceHus WU3MeHeHuWi (nepe-
ochopmnenusn) B PY 02.12.2025)

2.5 mr/poza

pacTBOP ArA NOAKOXKHOrO BBeAEHUSA

1 npepBapuTenbHO 3anonHeHHas MyNbLTUAO30Bas OQHOpPa3oBas LWNpPUL-
py4Ka Ans MHOFOKPaTHLIX MHBbeKuMin PuHactpa® IV ¢ MHCTpyKUuMei no npu-
MEHEHMIO (NUCTKOM-BKNadbIWeM) W MHCTPYKUMEA MO WUCNONb30BaHMUIo
WNPML-PYYKK U 4 OOQHOPaA30BLIX UMbl B Na4YKe U3 KAPTOHA.

140726

237 437 yn.

07.07.2026

30.06.2028

Poccuiickan ®epgepauun

000 «FEPO®APM», Poccus; MockoBckaa o6n., r.o. Cepnyxos, n. O6o-
neHck, Tep. Keaptan A, ctp. 5

000 «'EPO®APM», Poccus; Mockosckasa o6n., r.o. Cepnyxos, n. O6o-
neHck, Tep. Keaprtan A, k.1, ctp. 5
000 «EPO®APM», Poccus; MockoBckana o6n., r.o. CepnyxoB, n. O6o-

TPOTb Ka4ecTsa):
Mpou3BOACTBEHHAs NULIEH3NS:

3aknyeHne O COOTBETCTBMM MPOU3-
BOAUTENA IEKapCTBEHHbIX CpeacTB
TpebosaHvamM [paeBun Hagnexalen

NPOU3BOACTBEHHON NPaKTUKK:
[eAcTBUTENBHO O0:

KOHTpOﬂb npoeefeH Ha COOTBETCTEBUE!

neHck, Tep. Keaptan A, k. 82, cTp. 4
Ne J1012-00102-77/00010575 ot 10 cheBpans

2025 ropa

Ne GMP/EAEU/RU/01210-2024 oT 13 chepans 2025 .,
Ne GMP/EAEU/RU/01211-2024 oT 28 mapTa 2024 r.,
Ne GMP/EAEU/RU/01209-2024 ot 13 cheepans 2025 r., BbiaaHHble MuHuctep-

CTBOM MPOMBbILLNEHHOCTH U TOproBnu Poccuiticko @enepauuu.

04 mapra 2027 r.

JIM-Ne(009704)-(Pr-RU)-021225, 3kcnepTHbIA oT4yeT oT 27.11.2025 Ne 29531

(nocnepoeaTtensHocTk 0003), CML-MM-0362-163/04

HaumeHoBaHue Tpe6oBaHWe HOPMaTHUBHOM AOKYMEHTaLMUU P ,
nokasarenen Ha Bbinyck | Ha xpaHeHue SRYNBTATA! MEHRTaNUN
Onucaxue BecuBeeTHbIN UNKW CRerka »XenToeaToro UuseTa npo- |becuseTHbI NpospadHbld  pac-
3padqHbIi pacTBop (BusyanbHbii) TBOP
WaeHTndukaums:

1. Tupaenatug

Ha xpomaTorpamme ucnbITyeMoro pacTeopa (pas-
Aen «KonuyectseHHoe onpegenenue. Tupsena-
TUA») AOIMKEH NPUCYTCTBOBATE MUK, COOTBETCTBY-
IOLWMIA MO BPEMEHWN YAEPKMBAHUS MWKY TUp3ena-
TWAa Ha XpomaTtorpaMme CTaHAapTHOro pacTeopa.
OTKNOHEHWE BpeMeH YAEpPHMBAHWA HE [O0MKHO
npeebiwate 3,0 %. (PEASC, 2.1.2.28, ' PO,
0®C.1.2.1.2.0005.15, BOXX)

Y®-cnekTp, CHATLIA B MakcUMyMe nuka, cooTBET-
CTBYIOLLEFO MO BPEMEHU YOERHKUBAHWA NMUKY TUP-
3enatga Ha XpoMaTtorpaMme MCNbITYeMOro pac-
TBOpa (paspen «KonvyecTBEHHOE OnpefeneHue.
Tupaenatug») B obnact AnvH BonH 200 HM Oo
400 Hm, pomkeH COOTBETCTBOBATb Y®d-CnekTpy,
CHATOMY B MaKkCMMyMe nuKka Tupesenatuga Ha
XpOMaTo-fpamMMe CTaHAapTHOIO pacTBopa, CHs-
TOMY B TEX K& YCIOBMSX, NO MOSIOKEHNI0 MaKCu-

MYMOB W MWHWMMYMOB norrowexus. Makcumym

CooTBeTCTBYET

CooTeeTcTBYET
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2. deHon

3. BeH3WnoBbIA cNUpT

ONTUYECKOW NMOTHOCTM Y®-cnekTpa UCnbITyemoro
pacteopa JomkeH BbiTe B npegenax 2,0 HM oT
MakcMMyMa ONTMYECKOW nnoTHocTU Yd-crnekrpa
CTaHAapTHOTrO pacTeopa Tup3enatuia B obnactu
ot 200 go 400 Hm. (PEADC, 2.1.2.28, D Po,
0®C.1.2.1.2.0005.15, BAOXX-OMIO)

Ha xpomaTorpaMme ucnelTyemoro pacteopa (pas-
fen «KonuyecTBeHHoe onpeaeneHue. deHony»)
OOIMKEH MPUCYTCTBOBATL MUK, COOTBETCTBYIOLLMWIA
Mo BPEMeHW yASpKUBaHUA NuKy heHona Ha Xpo-
MaTtorpamme pabouyero cTaHZapTHOro pacTtsopa
deHona. OTKNOHeHWE BpeMeH YAEepKUBAHWA He
AomxHo npesbiwate 2,0 %. (PEASC, 2.1.2.28, P
P®, O®C.1.2.1.2.0005.15, BAXKX)

Ha xpomaTorpamme ucneiTyemoro pacteopa (pas-
Aen «KonudecTBeHHoe onpefenexve. beHsuno-
BbIli CNMPT») OOMKeH MPUCYTCTBOBATb MWK, COOT-
BETCTBYIOLMA MO BPEMEHW YAEPXWBAHWUA MNUKY
GeHaunoBoro cnupTa Ha xpomaTorpamme pabove-
ro craHfjapTHoro pacteopa BeHsunoBoro crnmpra.
OTKknoOHEHWE BpeMeH YAEpPXWBAHUA HE LOIMKHO
npesblwate 2,0 %. (PEA3C, 2.1.2.28, d PO,
0®C.1.2.1.2.0005.15, B3XX)

CooTeeTrcTByeT

CooTeeTCTBYET

Mpo3spayHocTb

Mpenapat porpkeH ObiTe Npo3payvHbiM UMW Bbl-
AepxuBaTb CpaBHeHue ¢ atanoHom | (PEADIC,
2121, Te PP, 09C.1.2.1.2.0007.15, BU3yarib-
HBIW)

Mpo3payHeIn

LiseTHoCcTb

Mpenapat gomkeH BbiTb BecuBeTHbIM WNKM Aon-
XeH BblaepxuBaTh CpaBHeHWe C aTarnoHoMm BY7
(PEASC, 2.1.2.2, T® PP, OPC.1.2.1.2.0006.15,
(MeTopg 2))

becuBeTHbIN

pH

Ot 6,7 no 7,3 (PEA3C,
2.1.2.3, re Po,
0O$C.1.2.1.0004.15, 0®C.1.2.1.0004.15,

MOTEHLMOMETPUYECKMI) | MOTEHLMOMETPUYECKMIA)

Ot 6,5 go 7,5 (PEASC,
2.1.2.3, re Po,

7,3

OcmMonsnbHOCTL

Ot 200 pgo 300 mOcwm/kr (PEASC, 2.1.2.32, T

Po, 09C.1.2.1.0003.15,

KpUOCKOMUYECKUIN)

260 mOcm/kr

BbeicokoMonekynsipHele 6ernku He Gonee 0,5 % (®E- | He 6onee 1,0 % (PE- (0,1 %
AG3C, 2.1.2.29, T Po, | ASC, 2.1.2.29, [® Po,
O®C.1.2.1.2.0007.18, 0®C.1.2.1.2.0007.18,
SKCKITIO3NOHHAsA XPOMa- | 3KCKIO3MOHHAS XpoMa-
Torpachus) Torpadus)

PoacTeeHHble npyMecy G27-IM129 — He Gonee | G27-IM129 — He 6onee |0,2 %
0,5 %; 1,0 %;
G27-IM127 — He Gonee | G27-IM127 — He Gonee |0,2 %
0,5 %; 1,0 %;
G27-IM027 — He Gonee | G27-IM027 — He Gonee [0,2 %
0,7 %; 1,5 %;
NioBas ppyras eguHuy- | Nwbas gpyras egudny- (0,1 %
Hasa npumeck — He 6o- | Has npumecs — He Bo-
nee 0,5 %; nee 1,5 %;
Cymma npumecein < 3,5 | Cymma npumeceit < 7,5 |1,1 %

% (PEAIC, 2.1.2.28,
ro PO,
0®C.1.2.1.2.0005.15,
BIXKX)

% (®EADC, 2.1.2.28,
ro P,
0®C.1.2.1.2.0005.15,

B3XX)

EaKTepMaﬂbeIe 3HAOTOKCUHbBI

He Gonee 20 E3/mn (®PEAJC, 2.1.6.8, Td PO,
0®C.1.2.4.2.0006.15, KA4ECTBEHHLIA renb-TPoMB

TecT, (meTog A))

MeHee 20 E3/mn

CrepunbHoCTb

Mpenapat ponxeH BbiTe cTepunbHeiM (PEASC,

2.1.6.1,

[® Po, 09C.1.2.4.2.0003.15, wmeTon

memBpaHHoi dunsTpaumu)

CTepunbHEIit

M3Bnekaemblit 0bbem

He menee 2,4 mn (PEASC, 2.1.9.9, Td Po,
0$C.1.4.2.0003.15, MHCTPYMEHTanNLHbIA)

2,6 mn

MexaHuyeckne BKITHOYEHUA

Bugumble yactuup HomxeH BbigepxuBaTb TpeboBaHUs ANa Xuakux |BoioepwusaeT
napeHTepanbHbIX NekapcTBeHHbIX chopM. (TP PO,
O®C.1.4.2.0005.18, BU3yanbHbIRA)

Hesugumble Yactuupl B ogHOM kapTpuaxe cpefHee YuMcno Yactul pas- |5 Y./kapTpumk

Ctp.2us 5
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mepom 10 mMkm 1 Gonee He OOMKHO MPEBbILATbL
6000;
B ogHOM kapTpuaxe cpefiHee YnCro YacTuy pas- |0 u./kapTpumx

MepoMm 25 MkM 1 Bonee He QOMKHO NMpeBbILaTh

600, (PEA3C,
0®C.1.4.2.0006.15,
MeToq)

2.1.9.10, re
CHETHO-DOTOMETPUYECKMIA

P®,

KonuyecTteeHHoe onpegenexHue:

1. Tupsenatug

2. QeHon

3. BeHaunoBklin cnupt

Ot 98,0 % mo 104,0 %
OT HOMWHAMLHOIO CO-
AepxaHua 25 wr/0,6
mn (ot 245 po 2,60
mr/0,6 mn) (PEAIC,
2.1.2.28, o P,
0$C.1.2.1.2.0005.15,
B3XX)

Ot 95,0 % po 105,0 %
OT HOMMHanbHOro co-
pepxanus 1,08 mr/0,6
mn (ot 1,03 go 1,13
mr/0,6 mn) (PEAIC,
2.1.2.28, e Po,
0®C.1.2.1.2.0005.15,
B3XX)

OT1 95,0 % po 105,0 %
OT HOMMHAaNbLHOTO CO-
aepxanHna 540 wmr/0,6
mn (ot 5,13 po 5,67

Ot 95,0 % po 105,0 %
OT HOMWHAINLHOIO GCO-
oepxanua 2.5 wmr/0,6
mn (ot 2,38 mo 2,62
mr/0.6 wmm) (PEA3C,
2.1.2.28, ro PO,
0®C.1.2.1.2.0005.15,
B3IXX)

OT 90,0 % 8o 110,0 %
OT HOMWHANBHOTO CO-
AepxaHua 1,08 wmr/0,6
mn (ot 0,97 mo 1,19
mr/0,6 mn) (®EA3C,
2.1.2.28, ro Po,
0®C.1.2.1.2.0005.15,
B3XX)

Ot 90,0 % po 110,0 %
OT HOMWHANLHOIO CO-
pepxanna 540 wmr/0,6
mn (ot 4,86 po 5,94

mr/0,6 wmm) (®EASC, | Mr/0,6 mn) (PEA3C,
21228, T® Po,|21228 Td PO,
0®C.1.2.1.2.0005.15, | O®C.1.2.1.2.0005.15,
BOMX) BOXX)

101,2 % (2,53 mr/ 0,6 mn)

100,2 % (1,08 mr/ 0,6 mn)

98,4 % (5,32 mr/ 0,6 mr)

OnucaHue ynakoBku

Mo 2,4 Mn npenapata B GecUBETHLIE CTEKMSHHLIE
KapTpuKnM HelTpaneHoro crekna (1 rugponuTy-
YEeCKWid KMacc) C NNyHXEpaMu pPesuHOBLIMU U3
BpombyTunkayyyka, obKaTaHHble KOMNma4ykamm
KOMOMHUPOBaHHBIMW W3 aniMUHUA C© AUcKamm
pe3uHoBbLIMY U3 BpoMByTunKayJyka.

KapTpuax ycTaHaeBnuBaloT B MNACTUKOBYIO MyMb-
TWOO30BYH OAHOPA30BYIO LUNPULI-PYYKY OMst MHO-
roKpaTHbIX MHbeKUUA Punactpa® IV, wnu Gero-
pharm® Autopen |, unu Geropharm® Autopen I,
NO3BONAIOLLYIO BHOCUTL Ao3bl 2,5/ 5/ 7,5/ 10/ 12,5/
15 wmr/gosa. Ha kopnyc KawpoW LUMPWL-pYYKN
HaKINenBaioT 3TMKETKY U3 MAEHKWM NONUNpPOonueHo-
BOM.

Mo 1 npepBapWTenbHO 3aNONHEeHHOW MYNLTWAO-
30BOM OFHOPA30BOI LUNPUU-PYYKE ANs MHOro-
KpaTHbIX WHBEKUWMA M 1 nadyke KapTOHHOW, co-
Aepxallen 4 onHOpazoBbIX WMMbl, C NUCTKOM-
BKIabllleM, BKMKOYAIOWEM MWHCTPYKUMIO MO WC-
MOMNb30BAHWUIO LUNPUL-PYYKMA, NOMELLAT B Nayky
13 KapToHa.

CooTteeTcTBYET

KapTpumx ycTaHaBneH B nnactu-
KOBYKD MynbTWOO30BYHO OAHOpa-
30BYI0 LUNPWL-PYYKY ANs  MHO-
FOKPaTHbIX WHBEKUMiA PuHactpa®
IV, noseonsioulyilo BHOCUTL LO3Y
2,5 mr/posa. Ha kopnyc kagon
LUNPWUL-PYYKM HaKNeeHa 3TUKeTKa
13 MNEHKU NONUMPONUIEHOBON,
CooTeeTcTBYET

Mapk1poBka

MapkupoBKa NpOMEXYTOUHON YNakoBKU ne-
KapCTBEHHOro npenapaTta COAEpPXUT crenyio-
Wy uHchopmauuio:

Ha aTukeTke WnpuLI-pyykn yKasbIBaIOT:

- TOProBO€ HaMMeHoBaHWe npenapaTta ¢ Mapku-
poBkoi ToBapHoro 3Haka ® (gybnupyertcs Ha aH-
FNWACKOM RA3LIKE);

- MHH (ay6nupyeTcs Ha aHTMUIACKOM A3bIKe);

- NekapcTBeHHasa dopma;

- «B NMPeaBapyUTENbHO 3aMONMHEHHON LUMPULI-PYYKe
PuHactpa® IV 2,4 mn» unu «B npeapapuTenbHO
3anonHeHHoi wnpuu-pydke Geropharm® Autopen
| 2,4 Mn» vnu «B NpefBapUTENBHO 3aMONHEeHHON
wnpuy-pyyke Geropharm® Autopen 11 2,4 mn»;

Ha atukeTke wnpuu-pyqku ykasa-
Hbl:

- TOProBOE HauMeHOBaHWe npe-
napara ¢ MapkupoBKON TOBapHOMO
3Haka ® (pgybnupyetcs Ha as-
FMWIACKOM R3bIKe);

- MHH (oyBnupyeTca Ha aHrnuii-
CKOM SI3bIKE);

- NekapcTeeHHaa copma;

- «B npepgsapwTenbHO 3anonHeH-
HOW Wnpwl-pyyke Punactpa® IV
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- OO03MpOBKa (KONMWMYeCTBO AEWCTBYIOLIEro Belle-
creae 0,6 mn e 1 gose);

- COAepxaHue AelcTBYKLEro eewecTsa B Mr 8 1
LUNPUL-PYYKE;

- «CTepunsHo»;

- «[ToAKOKHOY;

- YCNOBWA XpaHeHus;

- HOMep cepuu;

- faTa ucreueHuns cpoka rogHocTu («lodeH fo»);

- HAMMEeHOBaHWe W NOroTUMN NPOU3BOAUTENS,

- thapmakog.

Ha nauyke kapTOHHOW ANA UMM YKa3bIBAIOT:

- usobpaxeHue urnm;

- «Habop cTepunbHbLIX MHBEKUWOHHbIX UrM»;

- KONMYECTBO UMM U UX pa3mep;

- NOroTUM, HauMeHOBaHWe NPOW3BOAMUTENS, OPU-
Awndeckvin agpec, TenedoH, akc;

- «lMepen NPUMEHEHWEM BHUMATENbHO 03HAKOMb-
Tecb C NACTKOM-BKINaabILLIeM»;

- cUMBON «He cTepunu3oBaTh NOBTOPHOY.
MapkupoBKa BTOPUYHOW YMAaKOBKM reKap-
CTBEHHOro npenapata COAEPMKWT Criefyiolyo
uHdopMmaLuio:

Ha kapToHHOW nayke Ans WNpUL-PYYKU U U YKa-
3bIBAKOT:

- TOProBOE HauMeHoBaHWe npenaparta ¢ MapKu-
POBKOW TOBapHOro

3Haka ® (oybnupyeTcs Ha aHrMUINCKOM S3bIKE);

- [03vpoBka (KOMMYECTBO OENCTBYIOLIErO Belle-
crea B 0,6 mn B 1 fo3ze);

- NekapcTeeHHas dopma;

- «B NPEeABapuTEnbHO 3aMOSIHEHHOM LUNPUL-PYYKe
PuHactpa® IV 2,4 mn» unu «B npeasapuTensbHO
3anonHeHHoM’ WNpUL-pyYKe

Geropharm® Autopen | 2,4 mMn» unu «B npegeapu-
TernbHO 3anonHeHHoW Lunpuu-pyuke Geropharm®
Autopen Il 2,4 Mn»;

- MHH (oy6nupyeTca Ha aHrMUACKOM A3bIKE);

- «O4WH pa3 B Heaenw»,

- «M3Bnekaemblil 06keM He MeHee 2,4 Mn (4 po-
3bl)»;

- «1 WNpuU-pyyKa U 4 0AHOPa3OBbLIe UMMbIY;

- nzobpaxeHve WnpuL-pydKu;

- «OTKpbIBATL 34EChY;

KONWYecTBO AEWCTBYIOLLErO BellecTsa u obbem
npenaparta B 1 0QHOPa30BOW LUMPUL-PYUKE;

- KOMUYECTBO AEUCTBYIOLLEro BELeCTBa B Mr Ha 1
MI;

- cOoCTaB (HauMeHOBaHWe W COAEpXKaHue [Aei-
CTBYIOLWEro Bewectsa B 1 mn, nepedeHs BCMOMO-
raTtenbHbIX BELECTB);

- YCNOBUA XpaHeHUs;

- «He 3amopaxueaTtb»;

- «XpaHWTb B HEJOCTYMHOM AnNs JeTeil MecTey;

- «He NMpUMeHATL Nocne UCTEYEHU CPOKAa FrofHO-
CTU, YKa3aHHOrO Ha YMakoBKe»;

- «Cnocob npMMEeHEeHWs: CM. NMUCTOK-BKMaabILL»;

- «TonbKO ANSA WMHAWMBMAYaNbHOTO WCMONb30Ba-
HUS»;

- «CTepunbHO»;

- cnocob npumeHeHus («MoaKOKHO»);

- YCINOBUA OTNYCKa;

- «4 UMbl BXOAAT B YNAKOBKY»;

- LUTPUX-KOZ;

- noroTun upMbl-Npon3BoaUTENS;

- HauMmeHoBaHue hUpMbI-NPOU3BOANTENS, PUAM-

2,4 mn»;
- poaupoBka (konuyecTBo [ew-
cTeylowero sewectsa 8 0,6 mn B

1 nose);

- cofepxaHue [OeWCTBYHLLErO
BellecTsa B Mr B 1 wnpuu-py4ke;
- «CTepunsHoO»;

- «[NoakoxHOY»;

- YCNOBUA XPaHeHws,

- HOMEp cepuu;

- AaTa UCTeYeHUs CPoKa roAHoCcTu
(«I'opeH po»);

- HauMeHoBaHWE W NOroTUN npo-
u3eoauTens,

- thapmakof,.

CooTBeTcTBYET

Ha kapToHHOW nadyke Ana wnpu-
PYYKM U UMM YKa3aHb:

- TOpProBoe HaumeHoBaHWe npe-
naparta ¢ MapKMpOBKOW TOBAaRHOTO
3Haka ® (gybnupyetcs Ha aH-
TMIMACKOM S3bIKE);

- O03WpOBKA (KONW4YecTBO [Aew-
cTeytowero esewectsa B 0,6 mn B
1 nose);

- NexapcTBeHHas dopma;

- «B npegBapuTEnbHO 3anonHeH-
HOW wnpuu-pydke PunHactpa® IV
2,4 mn»;

- MHH (aybnupyetcs Ha aHrnui-
CKOM f3bIKE);

- «OAWH pas B Hegenio»;

- «MsBnekaemMbli 0ObeM He Me-
Hee 2,4 mn (4 nosbl)»;

- «1 wnpuy-pyyka n 4 ogHopazo-
Bble UMbI»;

- nzobpaxeHune WNPUL-pyYKY;

- €OTKpPbIBaTb 34ECbY;

- KONUYECTBO  AEWCTBYIOLLErD
BellecTea u obbem npenapata B
1 ofHOpa30BOW LUNPULI-PYYKe;

- KONWYECTBO  AeiicTBYIOWEero
BelLecTBa B Mr Ha 1 mn;

- coctae (HaMMeHOBaHWe U Cco-
JepxaHue OencTByloLero Belle-
ctBa B 1 Mn, nepeyeHs BCMOMO-
raTenkHbIX BELLECTB);

- YCNOBUA XpaHeHWs,

- «He samopaxueaTtb»;

- «XpaHWTb B HEOQOCTYNHOM Ansd
OeTen MecTe»;

- «He npumeHsTb nocre ucreve-
HWA CpoKa FOAHOCTMW, YKasaHHOro
Ha ynaKkoBKe»;

- «Cnocob npuMeHeHus:: cMm. nu-
CTOK-BKNaabILL»,

- «TonbKo ANA WHAWBKAYaNbHOro
MCMONb30BAHNAY;

- «CTepuneHO»;
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JYeckuil agpec, TenedoH, dakc, agpec caiTa;

- WHdopmauws, HaHocumas wpudtom Bpains
(«CEMKAPO B WMNPUL-PYYKE PUMHACTPA 4
2,5 M B [JO3E» unn «CEOXAPO B LUMPWULI-
PYYUKE PWUHACTPA 4 5 MI B [OO3E» wunm
«CEDKAPO B LUMPUL-PYYKE PUHACTPA 47,5
MI" B AO3E» unu «CEOXAPO B LUMPULI-PYYKE
PUHACTPA 4 10 MI" B OO3E» unu «CEIXAPO
B WUMNMPULI-PYYKE PUHACTPA 4 12,5 MI' B A0-
3E» unu «CEXKAPO B LUNPUL-PYYKE PUHA-
CTPA 4 15 MI B JO3E» unu «CEPKAPO B
LWNPULU-PYYKE GEROPHARM AUTOPEN 1 2,5
MI" B IO3E» unu « CEIMXAPO B LUMNPULI-PYYKE
GEROPHARM AUTOPEN 1 5 MI' B JO3E» unu
«CEOXAPO B WMPULU-PYYKE GEROPHARM
AUTOPEN 1 7,5 MI' B IO3E» unu «CEMKAPO B
LUMPUL-PYYKE GEROPHARM AUTOPEN 1 10
MI" B JO3E» unu «CEDKAPO B LUNPUL-PYUKE
GEROPHARM AUTOPEN 1 12,5 MI B JO3E»
unu «CEXAPO B LWNPUL-PYYKE
GEROPHARM AUTOPEN 1 15 MI" B JO3E» wunu
«CEMXAPO B WMPWUU-PYYKE GEROPHARM
AUTOPEN 2 2,5 MI' B IO3E» unu «CEIXAPO B
LUMPUL-PYYKE GEROPHARM AUTOPEN 2 5
MI™ B OO3E» unn «CEMKAPO B LUMPUL-PYYKE
GEROPHARM AUTOPEN 2 7,5 MI" B IO3E» unu
«CEPKAPO B WMPUL-PYYKE GEROPHARM
AUTOPEN 2 10 MI" B JO3E» unun «CEKAPO B
LNPUU-PYYKE GEROPHARM AUTOPEN 2 12,5
MI™ B AO3E» unu «CEMKAPO B LUNPULI-PYYKE
GEROPHARM AUTOPEN 2 15 MI" B JO3E»);

- HOMEp cepuy;

- AaTa Npou3BOACTRA;

- flaTa ucteyeHus cpoka rogHoctu («ogeH go»);

- WHOpPMALMS ANS MOHWUTOPWHIa ABVDKEHUA ne-
KapcTeeHHoro npenaparta (HaHocuTcs cpeactso
“aeHTUMKaLMK B BUAE OBYXMEPHOrO LUTPUXOBO-
ro koga Data Matrix, rno6ansHblil uoeHTUdMKaLm-
OHHbI HOMep Toproeoi eguHuubl (GTIN) U uHan-
BUAYanbHbIA CEpuiiHBIA HOMEP TOProBOM eauHULIbI
(SN) B BMOE YMTAEMOro NEeYaTHOro TEKCTa).

- cnocob npumerenus («MoaKox-
HO®);

- YCrOBUA OTNycCKa;

- «4 Urnbl BXOAAT B YNAKOBKY»;

- WITPUX-KOp;

- noroTuvn hupMbl-
npoussoauTEns;

- HaMeHoBaHue hupmbI-
npoussoauTens, IOPUANYECKUIA

aapec, TenedoH, dake, agpec
canTa;

- MHcbopmaums, HaHocyMmasn
wpurcptom Bpanns («CEDKAPO
B WNPUL-PYYKE PUHACTPA 4
2,5 MI B 10O3E»;

- HOMEp CEepuu;

- AaTa npousBOACTBa,;

- fjaTta UCTEYEHUS CPOoKa roAHOCTU
(«[opeH no»);

- WHpopMaLma ONng MOHUTOPWHIa
OBWXEHUS NeKapcTBEHHOro mnpe-
napata (HaHeceHbl: cpegcTso
naeHTUMKaLMm B BUAe ABYX-
MepHoro wTpuxoeoro koga Data
Matrix, rno6anbHeli oeHTUdMKa-
LMOHHBI HOMEpP TOProBoi eauHKU-
el (GTIN) u wuHauMBMAYyanbHbIA
CepuUiHLIA HOMEp TOProBoW efu-
Huuel (SN) B BUge uWTaemoro
neyarHoro TeKcTa).

YcnoBusa xpaHeHus

Lo nepeozo ucnons3osaHus:

Xpanute npu Temnepatype ot 2 °C go 8 °C (B
XONOAWIbHWUKE), HO HEe pSAOM C MOPO3UNBLHOM
kamepol. He samopaxueatb. XpaHUTb B Opuru-
HanbHOR ynakoBke (Navke) Ans 3aluTel OT CBETA.
lMocne nepsozo ucnoneaoeaHus:

Mcnonbayemyio WnM MEpeHOCMMYD B KauyecTse
3anacHoN LUNPUL-PYYKY C NpenapaTtoM XpaHWTb
npu Ttemnepatype He Bblwe 30 °C He Gonee 30
AHel. Mocne Mcnonb30BaHUA 3aKpbIBaTh LUMPULL-
PYYKY KONMa4yKoM Ans 3alnThl OT CBETA.

CooTBETCTBYET

Cpok rogHOCTH (CPOK XpaHeHus)

2 roga

CooTtseTcTByeT

SAKITKOMEHUE OKK: JlekapcteeHHbiii npenapat «Cefxapo®, pacTBop ANns MOAKOXKHOTO BBeAeHWs, 2.5 Mr/gosa» cepus
140726 cootBeTcTBYeT TpebosaHuam M- ND(009704) (PI’-RU) 021 225, BkcnepTHbIA oT4yeT oT 27.11.2025 Ne 29531 (nocneno-

BatensHocTek 0003), CMU-IM-0362-163/04.

HavanbHuk OKK

OaTa nognucanus: 14.09.2026

0. B. HeBuHckas
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