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[Mpyuikye, 16.01.2026 r.

Ceprnduxar kagecra Ne 1192/p/25
DOHUTOJMH3HH IIACTA AJISL IPUTOTOBJICHHUSA CYCIICH3HH AJIA IpUEMAa BHYTPb

Hoayuarens: AO «AKPUXHUH», Poccus Howmep cepuu: 1481225
IIpousBoaurtens: I'epbamons Bapwasa OO0, [Jara npoussoactea:  15.12.2025
[Moneia Jara ucreueHus
CPOKa FOAHOCTH: 11.2028
Dxcnoprep: «ITOJIb@APMA» AQ, Konuuecteo
[Toneuia YIaKOBOK B CEPHUMU: 10 500

Iloka3zaTesu kayecTBa

Hopmbl (1onycTuMBIE Mpeaesibl)

PesynbTaThl HenbITAHUH

OnucaHue [Tacra MATKOH KOHCHCTEHLIUM 3€1€HO-KOPUHHEBOTO | [TacTa MArKoil KOHCHCTEHIMY 3€1€HO-KOPHYHEBOTO
L{BETA, CO CEUHU(PHIECKIM 3aM1aXOM LIBETA, CO CIIEUU(HIECKUM 3aaxoM

HNaentudmrauus:

TCX B HW>kHEl MONI0BUHE XPOMATOrPaMMBL B HikHelH non1oBHHE XpoMaTorpaMMbl
MCBITYEMOTO PaCTBOPA A0JKHA OOHAPYKUBATHCS | HCBITYEMOro pacTBOpa 00HapyKeHa 30Ha ¢
30HA C MOralleHHoH (yopecueHIure, MoJ0KeHHe | noralueHHoi ¢iryopecueHuei, MoMoXKeHHe U
W UHTEHCUBHOCTL KOTOPOMH COOTBETCTBYET 30HE HA | MHTCHCMBHOCThH KOTOPOii COOTBETCTBYET 30HE Ha
XpOMAaTOrpaMMe pacTBOpa CPaBHEHUS XpOMaTOrpaMMe PacTBOpa CPaBHEHUS
TPUrOHEIUTMHA THAPOXA0pHIA TPUTOHENIMHA THAPOXJIOPUAA

TCX Ha xpomarorpamme pcneiTyeMoro pacrsopa Ha xpomaTorpamme UCIsITYyeMOro pacTBopa
DOMKHEL OOHAPY>KUBATHCS 30HbI, OJIOKEHHE U LIBET | OOHAPYIXKEHBI 30HBI, MOI0XEHHE U LIBET KOTOPHIX
KOTOPBIX COOTBETCTBYET 30HAM HA XPOMAaTOrpaMMax | COOTBETCTBYET 30HAM Ha XPOMATOrpaMMax
pacTBOPOB CPABHEHMS TMNEPO3M/IA, KBEPLETHHA U | PACTBOPOB CPAaBHEHHS THIIEPO3MA, KBEPLIETHHA U
H30KBEPLUTPHHA M30KBEPLUTPHHA

rx Ha xpomarorpamme UCIBITYeMOro pacTBopa Ha xpomarorpamme UCIBITYEMOIO pacTBOpa

JOJDKHBI pErUCTPUPOBATHCS [IMKH ¢ BpDEMEHAMH
YyAepKUBAHUA, COBNaatOIUMMH C BpEMCHaAMU
YACPXKHUBAHHUS [TUKOB HA XpOMAaTOrpaMMax
CTaHAAPTHLBIX PACTBOPOB O-ITHHECHA,
JMHaJIKWJ1ancrara, JUMOHCHA, MEHTOJIa, MCHTOHA

3apEerucTPUPOBAHBI MUKHU C BpEMEHAMHU
YAEP)KUBAHUSI, COBNATAIOLIMMHU € BpEMEHAMU
YAEPXKUBAHHS MHKOB HA XPOMATOrpamMMax
CTaHJAPTHBIX PACTBOPOB O-MHHEHA,
JAMHAIMIALETATA, JUMOHEHA, MEHTOJI4, MEHTOHA

Macca COAEPKUMOro YNaKOBKH

CpENHss Macca COACPKUMOro (Meroamka QupMsl):
100+4 r

101,4r

MukpoGuoJjioruyeckasl Y4cToTa

Karero

pus 3b

O6Luee HKUco a3poOHBIX MUKPOOPraHHIMOB — HE
Gonee 10°KOEB 1 T

meHee 102 KOE/r

O61Lee YNCIO0 APONCKEBBIX U TLIECHEBBIX MPUGOB —
He Gonee 102 KOEB 1 1

meHee 10 KOE/r

DHTepolaKTepuii, yCTOHUMBEIX K XKe4u, — He Bonee
10°KOEsB 1T

meHee 10 KOE/r

Orcyrcrue EscherichiacoliB 1 r

OTCYTCTBYEeTB I T

Orcyrcreue daxrepuii poaa Salmonella spp. B 10 ©

otcytcTByeT B 10 1

OrcyterBue Staphylococcus aureus B 1 T

OTCYTCTBYETB 1 T

KosinuecTBeHHoOE onpeaencHue:

- cymma p1aBoHOU0B He menee 0,06 % 0,11 %
- TIHUEPUH 01221027 % 24,4 %
Ot 1,7101,9% 1,9 %

- 3¢upHbie Macaa

Taxeneie Metannsl B nepecuére Ha
CBUHeL|

He 6onee 10 Mxr/r

MeHee 10 Mkr/r

Onucanune ynakosku

ITo 100 r B TYyOBI aMOMHUHUEBEIE, MOKPLITHIE
BHYTpH nakoM. Kaxnyio Ty6y BMecTe ¢ ucTkoM-
BKJIAZIBILIEM O MPHMEHCHHIO NOMEIIAIOT B

[lo 100 r B TyObl anOMUHHEBEIE, TOKPBITHIE
BHYTpH nakoM. Kaxxaas Tyba BMecTe ¢ TMCTKOM-
BKJIa[bILIEM [0 IPUMEHECHHIO TOMELIEHA B

KapTOHHVIO [Ia4Ky.

KapTOHHYIO MauKy.




MapkupoBka

Ha pycckoM si3bIke YKa3bIBalOT:

- Ha Tybe:

TOProBO€ HAUMEHOBAHUE PENapara,
JIeKapCTBEHHYIO (OpPMY, KOJUYECTBO NACThI B TyOe,
nokaszaHus k mpuMeHenuio («[Ipu uHdekoHHo-
BOCMATUTEIBHBIX 3200.1€BAHUAX MOUEBBIX MyTeH»),
KO.TMYECTBO aKTUBHBIX KOMIIQHEHTOB U MEpEUYeHb
BCTIOMOTATE.IbHBIX BEILECTB, pEKOMEHAYeMas 034,
MyTh u (W) criocol BBeACHHMS!, HAUMEHOBAHUE
aznpec MPOU3BOAMTEIS, JIOTOTHI AEPHKATEIA
PErkCTPalUOHHOIO YAOCTOBEPEHHS, YCIOBUS
XpaHeHus («py TeMneparype He Boile 25 °Cy),
HOMED CEPUM, JaTa UCTEUECHHS CPOKA MOIHOCTH.

- _Ha KapTOHHOMN 1AYKE: TOProBoe HaNMEHOBAHHUE
npenapara, JeKapcTBEHHYIO (OpMY, KOIUYECTBO
nactel B TyOe, mokasauust k npumeneHuo («lIpu
MHPEKLMOHHO-BOCTIANTUTEIBHBIX 3a60J1€BaHUAX
MOYEBBIX  MyTeH»),  KOAMYECTBO  AKTUBHBIX
KOMIIOHEHTOB W  [E€PEYEHb  BCHOMOTATENBHBIX
BCILECTB, DPEKOMEHAyeMmas 0033, MyTb W (M1u)
¢noco6 BBeIeHUs, TOrOTUIl, HAMMEHOBAHUE U ajipec

JA€pKATEAd  PErUCTPALUOHHOI0  YIOCTOBEPEHUS,
HAaMMCHOBAHUC H ajapec [IPOU3BOAUTE T,
HaWUMCHOBaHUC 14 aapec OpraHu3alui,

NpUHAMAIOILEH NpeTeH3uy notpebuTeneil; ycnosus
XpaHeHUs («Ipu TeMmrepatype He Beliie 25 °Cy, «B
HEJOCTYIHOM JUIsl IETeH MECTER), YCIOBUS OTITYCKa,
HOMED PErUCTPALMOHHOTO YAOCTOBEPEHUS, HOMEP
CepuH, [larta MCTEYEHMS! CPOKA T'OJAHOCTH, IUTPHUX-
KOZI.

JIOMONHUTEIBHO MOTYT ObITh HAHECEHBI CPENCTBA
WICHTUGMKAIMKM (KOX MPOAYKLMHM, CEpUitHBIH
HOMEp, ABYXMEDHbIA [ITPUXOBOH KOJ), a TaAKKE
MOET ObITh HaHECEHA HakJletika, obeceumBaroLIas
KOHTPOJIb IEPBOI0 BCKPBITHSL.

[TpuMeyaHue: gara MpoM3BOACTBA BK/IIOUEHA B
HOMED CEPHH.

Ha pycckoM si3bike yka3aHsl:

- Ha TyGe:

TOProBO€ HaUMEHOBAHUE TIpenapara,
nexkapcTReHHas Gopma, KONWYECTBO MACTHl B TyGe,
nokaszanus k npumenennio («l1pu HHbekuMoHHO-
BOCMATUTEJbHBIX 3200,1€BaHMAX MOUEBBIX MyTefi»),
KOJMYECTBO AKTUBHBIX KOMIIOHEHTOR M MEpeveHb
BCIIOMOTraTE/IbHBIX BEINECTB, PEKOMEHIyeMas 1034,
nyTh ¥ (M:H) €riocof BBEAECHHS, HAMMEHOBAHUE U
axpec NMPOM3BOMUTENS, JIOTOTHIT IEPKATE 15
PEerucTPaLOHHOTO YAOCTOBEPEHHS, YCIOBHS
XpaHeHus («Ipy TeMIlepaType He Bbiile 25 °Cy),
HOMED CEPUM, 1aTa UCTEUEHUS CPOKA FOJHOCTH.

- U3 KAPTOHHOH ITa4Ke: TOProBOE HAUMEHOBAHME
npenapara, JekapcTBeHHas ¢opMa, KOJHYECTBO
nactbl B Ty0e, MoKasaHus K nmpumeHeHuto («IIpu
HH(EKLMOHHO-BOCIATUTENBHBIX 3a00/1eBaHUAX
MOYEBBIX  MYTEi»),  KOMMYECTBO  AKTUBHLIX
KOMIIOHCHTOB ¥ MepeueHb BCIIOMOTraTeiLHBIX
BELIECTB, DEKOMEHIyemasi [03a, MyTb W (Wiu)
cnocoG BBeICHUA, JOrOTUIT, HaUMEHOBaHWE U

ajpec JepxKarens PErUCTPALLMOHHOTO
YAOCTOBEPEHHS; HaUMEHOBAaHUE " ajpec
NpOMU3BOAMTE.IS, HaKMEHOBAHUE U ajpec
OpraHHu3aluH, npUHUMAOLLEH [peTeH3nu
notpebuTtee, YCAOBUSA XpaHeHHUs («npu
Temmeparype He Boiliie 25 °Cy», «B HEAOCTYITHOM IS
JeTedl  MecTe»), YCNOBUS  OTIycKa, HOMep

pErMCTPalHOHHOTO YJA0CTOBEPEHHS, HOMED CEpUH,
JlaTa UCTEYEHHS CPOKa MOIHOCTH, IUTPUX-KOJI.

JlononHuTensHO HAHECEHBI
uneHTHdUKAUMH  (KOA  MPOAYKLHH,
HOMED, JIBYXMEPHBIH LITPUXOBOMH KOA).

CpencTBa
CEpHHHBIH

[Ipumeuanne: jnara MPOM3BOJCTBA BKIKOYCHA B
HOMEP CEPUU.

YcioBus xpaHeHus!

IMpu Temnepatype He Bbre 25 °C

[pu Temnepatype He Bbiwe 25 °C

Cpox roaHoctu (Cpok xpaHenusn)

3 rona

3 rona
3akir04eHue:
JlexapcTBeHHBIHM penapaT cooTBeTcTBYET TpedoBanusaM JITI-Ne(002521)-(PI'-RU)-130623
£EN
IIpoBepua Corpynrux Ot/iena KOHTPOJIS KauecTBa ..
YTBepana Hauansauk OTaena KOHTpoOINsS KauecTBa

""- ?u
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AO «KAKPUXHWH»
JSC «AKRIKHIN»

SOP004510

PASPEHIEHUE HA PEAJIM3ALIAIO Ne 227 2026
(CERTIFICATE OF COMPLIANCE)

HAMMEHOBAHUE NPOAYKIHUMU I'T:

OUTOJIN3UH ITACTA OJIA ITPUTOTOBJIEHUA CYCIIEH3WUU JIJIA

FINAL PRODUCT NAME: IMPUEMA BHYTPb TYBA 100 T’
CTPAHA-UMIIOPTEP: [Monpora

IMPORTING COUNTRY:

MEXIAYHAPOJHOE HEITIATEHTOBAHHOE -

HAMMEHOBAHHUE:

INTERNATIONAL NON-PROPRIETARY NAME:

HOMEP CEPUU: 1481225

BATCH No:

KOA MPOAYKTA I': FTLZ-1102-800

FINAL PRODUCT CODE:

YIHAKOBKA: 100 r - TyO®1 (1) - maukn KapTOHHBIE
ENVELOPE:

JATA ITPOU3BOACTBA 15.12.2025

DATE OF MANUFACTURE

I'OJEH J0: 11.2028

EXPIRY DATE:

OBBEM INOJIYYEHHOMU NMPOAYKIIMN 10500 YITAK

(YIIAKOBKMH):
FINAL QUANTITY (UNITS):

PETUCTPAIIMOHHOE YJIOCTOBEPEHHME:
MARKETING AUTHORIZATION No:

JII-Ne(002521)-(PT-RU)

HAMMEHOBAHUE U AAPEC JEPKATEJIA
PEITHICTPAIIMOHHOI'O YIOCTOBEPEHUA:
NAME AND ADDRESS OF MARKETING AUTHORIZATION
HOLDER:

Pharmaceutical Works "POLPHARMA" SA PL,83-200,Starogard
Gdanski,ul.Pelplinska 19

HAMMEHOBAHMUE U AJIPEC ITIPOU3BOJCTBA
TOTOBOM JIEKAPCTBEHHOMW ®OPMBbI:
NAME AND ADDRESS PRODUCTION OF DOSAGE FORM:

I'ep6amnons Bapuiasa OOO [ITonsia] Herbapol Warszawa Sp.z.0.0., Olowkowa
54, 05-800 Pruszkow, Poland

JIMUEH3UA Ne 132/0404/15

LICENCE

CEPTU®UKAT Ne ISF.405.110.2024.1P.1 WTC/0404 01 _01/200

CERTIFICATE

HAMMEHOBAHMUME U AJIPEC TIPOU3BOJCTBA I'epbanons Bapmrasa OOO [[Tonema] Herbapol Warszawa Sp.z.0.0., Olowkowa
NEPBUYHOM YIIAKOBKMU: 54, 05-800 Pruszkow, Poland

NAME AND ADDRESS OF PRIMARY PACKAGING
PRODUCTION

Ne 132/0404/15

JIMIEH3US

LICENCE Ne ISF.405.110.2024.IP.1 WTC/0404 01_01/200

CEPTU®UKAT

CERTIFICATE

HAUMEHOBAHMUE U AIPEC ITPOU3BOACTBA Iep6anons Bapmasa OOO [Ionbsma] Herbapol Warszawa Sp.z.0.0., Olowkowa
BTOPUYHOMU YIIAKOBKMU: 54, 05-800 Pruszkow, Poland

NAME AND ADDRESS OF SECONDARY PACKAGING
PRODUCTION

JIMIEH3US

LICENCE

CEPTUOUKAT

CERTIFICATE

Ne 132/0404/15

Ne ISF.405.110.2024.1P.1 WTC/0404_01_01/200

HAMMEHOBAHUE U AJIPEC TIPOU3BOJUTEJIA
(BBIITY CKAIOIIA KOHTPOJIb KAYECTBA):

NAME AND ADDRESS OF MANUFACTURER (RELEASE
QUALITY CONTROL):

JULIEH3US

LICENCE

CEPTU®UKAT

CERTIFICATE

I'ep6amnons Bapuiasa OOO [ITonsima] Herbapol Warszawa Sp.z.0.0., Olowkowa
54, 05-800 Pruszkow, Poland

Ne 132/0404/15

Ne ISF.405.110.2024.1P.1 WTC/0404_01_01/200

Jlvet 1 n3 2




AO «KAKPUXHWH» SOP004510
JSC «AKRIKHIN»
JlanHasi cepusi ObLJIa NMPOM3BENEHA, BKJIOYAsl YNAKOBKY M KOHTPOJb KAayecTBa, HA BBINIEYKA3aHHOW IMPOM3BOIACTBEHHOI

IJIOIIA/IKE B TOJIHOM COOTBETCTBHU ¢ TpedoBaHusiMu cGMP 1eeBoro ppiHKa ¥ perucTpanHoOHHOI J0KyMeHTaUel.

This batch was manufactured - including packaging and quality control at the above-mentioned site(s) in full compliance with the
cGMP requirements of the intended market and with the Marketing Authorisation.

IIpoun3BoacTBO cepuy, YNIAKOBKA M aHAJIN3bI OBLIM NMPOBEPEHbI U MPU3HAHBI cOOTBeTCTBYIOIUMHI cGMP.

The batch processing, packaging and analysis records have been reviewed and found to be in compliance with cGMP.

KauecTBo npoaykra coorBercTByeT TpedoBanusim JITI-Ne(002521)-(PT'-RU)-130623 1 noaATBEP:KAeHO cepTU(PUKATOM aHAIHN3A
Ne 1192/p/25 ot 16.01.2026.

The quality of the product conforms to the Specification confirmed by certificate of analysis.

Hacrosimum nmoaTBep: ka0, YTO BhIIIEYKA3aHHAS CePHUs Pa3pellleHa K peajnu3auuu.

I hereby certify that the above mentioned batch is released to the market.

JIOKyMeHT MoANNCcaH 3J1eKTPOHHBIM CIOCO00M M AeiicTBUTe/IeH 0e3 cCOOCTBEeHHOPYYHOI MOAIMCH.

This document was signed electronically and is valid without handwritten signature.

Ynonnomouennoe jauno Maprynckas A.E. Ilpukas Ne 379 ot 24.07.2023

Qp Name Order

AOBEPEHHOCTb OT MNOCTABLLIMKA: 6/ ot 08.12.2025
POWER OF ATTORNEY:

Jlata BeIITycKa: 06.04.2026 15:41:51

Jlata pacneuaTku: 06.04.2026

Jlnet 2 n3 2




