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Operational QA Department. Solids

PA3PEIUIEHUE HA PEAJTU3ALMIO Ne 986-20T
(CERTIFICATE OF COMPLIANCE)

HAUMEHOBAHME MPOYKLIMK: KATIOTEH TABJIETKM 25 M
NAME OF THE PRODUCT:

HOMEP CEPHM: 490520

BATCH No:

KO MPOOAYKTA: CPTP-1300-000

PRODUCT CODE:

LIEX 1O MPOU3BOJACTBY TBEPJIBIX
LEX MO NMPOU3IBOACTBY: rOTOBBIX JJEKAPCTBEHHBIX ®OPM
DEPARTMENT FOR THE PRODUCTION:

PEF'MCTPALIMOHHOE YAOCTOBEPEHHE: [1N013055/01
MARKETING AUTHORIZATION No:
ITOJAEH 10: 052025

EXPIRY DATE:
OBBEM MOJYUYEHHON MPOAYKUHH

(YIMAKOBKH): 84 970 VI1. Ne 28
FINAL QUANTITY (UNITS):

[MPOLIECC NMPOU3BO/ICTBA COOTBETCTBYET
PROCESS OF MANUFACTURING CONFORMS

Tlauuas cepust ObiA NPOH3BEAEHA, BKJTIOUAS YIAKOBKY H KOHTPOJIL KA4ecTea, A BbILIEYKA3AHHON NPOH3BOACTBEHHO
NI0IAAKE B MOJIHOM COOTBETCTBHH ¢ TpeboBanusmu ¢ GMP neneBoro puiika i perucTpauHOHHOMN J0OKYMEHTALHEH.
This batch was manufactured - including packaging and quality control at the above-mentioned site(s) in full compliance with
the GMP requirements of the intended market and with the Marketing Authorisation.

[MpoH3BOACTBO CEPHH, YNAKOBKA H AHATH3BI GbLITH NPOBEPEHB! H NPH3HAHBI COOTBETCTBYHOILHMH € GMP. E
The batch processing, packaging and analysis records have been reviewed and found to be in compliance with ¢ GMP.

KauecTBO NPOAYKTA COOTBETCTBYET TpeGoBaHHAM @®CI 11 N013055/01-071207, Wam. Ne 1,2.3.4,5,6.7, 8,9, 10
The quality of the product conforms to the Specification E‘

OTK/I0HEHHs! BO BPEMS NPOU3BOACTBA NPOYKTA — BKAIOUASA yNAKOBKY H KOHTPOIL KayecTsa:
Deviations during manufacturing — including packaging and quality control - of the product:

Het Jla, KonoJHUTeNbHAas HHPOPMALHA MPHI0KEHA
No D Yes, additional information is enclosed

Ne npoToKONa OTK/IOHEHHS, €C/IH TPHMEHHMO
Protocol investigation deviations number if applicable

M3MeHCHHA B TEXHOJIOrHYECKOM MNpoliecce HiIH KOHTPOJIe KauecTsa;

Changes in the production process and quality control:

Hert [la, W3MEHEHHS 3aNIAHHPOBAHBI H YTBEPKIACHBI IHUAMH, HMEIOIIHMH HeoGXoANMMbIE MOJTHOMOYHS
No Yes, changes in planned and approved by persons with the necessary powers

-~

Ne npoTOKO/1a KOHTPOJISi H3MEHEHHS, €C/TH NPHMEHUMO
Protocol Change Request number if applicable

HacTOSIHM NOATBEPAAAI0, YTO BbIIIECYKA3AHHAA CEPHH PA3PELICHA K peaTH3ALHH He paspelleHa K peaH3alty D
I hereby certify that the above mentioned batch is released to the market / not released to the market

: 10 HIOH 2020
YoAHOMOYEeHHOE JIMIO /K/m/ firynuna @. . Jara:
QP v \// name, surname Date
[Mpumeuanus:
Remarks: . - /45/ 27
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AQO « AKPUXWH»

MpoaykT:
Unpexc:

Ne cepuun:

Obvem cepuu:

[ata ananusa:

Ceptudmuar ananusa Al No: 525 487
KAMOTEH TABNETKM 25 M N28

CPTP-1300-000 Cpok rogHocTw: 2025-05-01
490520

84.97 ThIC YMNAK [arta npoussoacrsa:  2020-05-26
2020-06-04

PesynbTaTbl MCNbITaHWIA

HaumeHoBaHWe NOKa3aTens TpeGoBaH1A HOPMATMBHOA [OKYMEHTALUN PeaynbTaThi UCTIbITAHUIA

OnucaHue TabneTku oT Benoro ac 6enoro ¢ Tabnetku Henoro C
KpeMoBaTbiM OTTEHKOM LBeTa C KPEMOBaTBIM OTTEHKOM
XapaKTepHbIM 3aNaxoM, KBaapaTHsie C LBeTa C XxapakTepHbiM
OKPYrNEHHbIMU KpaAMu, ABOAKOBBINYKIbIE C | 3aNaxoMm, KBagpaTHble C
KpecToobpasHoi HaceyKol Ha OAHOH OKpYrNeHHbIMU Kpasmu,
cTopoHe. [lonycKaeTcs nerkas [BOSAKOBLINYKMblE C
«MPaMOPHOCTb» KpecToobpasHoW HaceuKon

Ha OAHOW CTOpOHE

MNoANUHHOCTD Bpems yoepXuBaHUA OCHOBHOMD Nika Ha BpeMA yaepXuBaHuUA
XpomaTorpamMmMe UCNbiTyeMoro pacTeopa, OCHOBHOTO NUKa Ha
nony4eHHoR npu KoNM4ecTBeHHOM XpoMaTtorpamme
onpeaeneHy, AOMKHO COOTBETCTBOBATL UCMbITYEMOrO pacTBopa,
BpeMeHl yAEePKUBAHNA OCHOBHOTC NWUKa Ha nonyveHHon Npu
XpoMatorpaMme pacTeopa CTaHAapTHOro KOMMYECTBEHHOM
obpasua kantenpuna onpeaeneHumn,

COOTBETCTBYET BpeMeHu
YAEPXWBaHWA OCHOBHOMO
nuKa Ha xpoMaTorpamme
pacTeopa CTaHAapTHOro
obpasua xanTonpuna

Kantonpwuna aucynbcuna He 6onee 2,5 % 0.3 %

PactBopeHue 1

Craava |, He menee 80 % (Q) kanTonpuna 101 %
3a 20 MWH

PacteopeHue 2

Crapus Il. He mexee Q = 80 % kanTtonpuna He npyuMeRuUMo
3a 20 MuH
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AO «AKPUXUH»

Ceptudukar aHanm3a ATl Ne: 525 487

MpoaykKT: KANOTEH TABNETKW 25 M N28
WMHgexc: CPTP-1300-000 Cpok rOAHOCTH! 2025-05-01
N2 cepun: 490520

Pe3y/bTaTbl UCMbITAHUA

HaumeHoBaHWe NOKa3aTens Tpebosanua HOPMaTMBHOM AOKYMEHTaLMK PesynbTaTh UCHBITBHUM

PacTsopeHue 3 Craaua lll. He meHee Q=80% He npuMeruMo
kanTonpuna 3a 20 MuH

OnQHOPOAHOCTE AV 10 eauHuy < L1: rae L1=15.0% 3.5%

posvposanua 1 [%]

OQHOPOAHOCTE AV10 eguuny > L1, To AV 30 egmHuy € L1 v | He npuMerHnmMo

no3vpoBaHua 2 (%) BCe 3Ha4YeHUA Xi yaoBNeTBOPAKT
HepaBeHCTBY {M-xi|£0,01-L2-M: rae L1=15,0
%, L2=25.0 %

MoTepa B Macce npv He 6onee 5.0 % 2.5 %

BbiCyLLUMBaHUN

Obuwee 4nMcno aspobHbix He 6onee 10”3 KOE & 11 CooTBETCTBYET

MUKPOOPraHu3mos [r] TpeboBaHWAM

O6Luee yncno apoxokesbix | He Gonee 1022 KOEs8 1T CooTBETCTBYET

 nnecHesbix rpnbos [r] TpeboBaHNAM

Escherichiacolis 11 OtcyTcTBue B 11 OTcyTcTBne

KonuyecTeeHHOe CopepxaHue kantonpuna - o7 0,0231 rao 0.0240Tr

onpeaenetue [r] 0,0269 r, cunTan Ha CPeaHIol Maccy oAHOW
TabneTkn

YnaxosKa Mo 10 unu 14 TabneToK B KOHTYPHYIO Mo 14 TabneTox B
AYSMKOBYIO YNaKoBKY U3 NNEHKA KOHTYPHOW RYEHKOBOW
NONMBMHWNXNOPUAKHOA 1 dronerit YNaKoBKe W13 nneHKn
ANIOMUHNEBOM 4 KOHTYpPHblE AYeRKoBbIe NOMMBUHUNXNOPUAHOW U
ynaxosku no 10 TabneTok unu 2unué chONbrY anioMUHWeBO. N/
KOHTYpHblE RYENKOBbIe YNAKOBKW NO 14 KOHTYpHble AYeikoBble
TabrieToK BMECTe C HCTPYKUMEeH no ynaxoeku no 14 TabneTok
NpUMEHEHII0 NOMEeLLAIT B Navky U3 BMECTE C MHCTPYKLMEN No
KapToHa NpUMEHEHUIO NOMELLEHb! B

nauKy 13 KapToHa
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AO «AKPUXUH»

CepTudurar ananusa Al No: 525 487

MpoAyKT: KAMOTEH TABNETKWN 25 MM N28
WHoeKe: CPTP-1300-00C CpoK rogHOCTH! 2025-05-01
Ne cepuu: 480520

Pe3yabTaTbl UCNbITaHUMA

HaumeHoBaHue NoKasaTena Tpeﬁoaaum HOpMa‘TMEHOF‘I ,D,DH\{MEHYBLLHH Pe_’,yﬂbTaTbl HCﬂbITBHU‘Il;t
MapkupeBka 1 MepeuuKas ynakossa (KOHTYpHaR AYenkoBas MepByU4HAA YNakoBKa
ynakoska). Ha KOHTYpHOW AYSNKOBOW (koHTypHan AdvedikoBas
ynaKkoBke YKas3biBakT TOprosoe ynaxoska). Ha KOHTYRHOW
HauMeHoBaHVie npenapaTta Ha PyCCKoMm 1 AYEWKOBOW yNakoBKe
AHINUACKOM S3bIKax. MexayHapoaHoe yKa3saHbl TOProsoe
HenaTeHTOBaHHOe HaumeHoBaHWe Ha HavWMeHOBaHWe npenapara
PYCCKOM W @HMNUACKOM A3blIKax, Ha PYCCKOM W aHrMUACKOM
nexapcTBEHHY chopMy U A03WPOBKY Ha A3bIKax, MeXoyHapoaHoe
PYCCKOM W @HIMMACKOM A3biKax, HOMep HenaTeHTOBaHHOe
cepui, CPOK roAHOCTY HauMeHOoBaHWe Ha
PYCCKOM U 8HIMUNCKOM
A3blKkax, NekapcTBeHHan
chopma v A02MPOBKA Ha
PYyCcCcKoM ¢ AHTIVMACKOM
A3bIKaX, HOMep cepuu,
CPOK roAHOCTU
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Ftin e ST € Mgt Nara sbinycka: 2020-06-09
[ara pacneyaTku: 2020-06-09
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AO «AKPUXWH»
Ceptudmrar ananusa Al No: 525 487

MpogyKT: KANOTEH TABNETKWN 25 MIT N28
UHaeKc: CPTP-1300-000 CpOK rogHocTH: 2025-05-01
Ne cepuu: 490520

Pe3y/ibTaTbl MCNbITAHWHA

HaumeHoBaHWE NOKasaTenn

TpebosaHuA HOPMAaTUBHOM GOKYMEHTALWM

PesynsTaThl MCNBITARUEA

Mapkuposka 2

BTopuyHas ynakoska (kapToHHas nauka). Ha
nayke yKkasoiBatoT
npeanpuaTHe-NPoOU3BOANTES b, €ro
TOBAPHbIA 3HaK, agpec, TenedoH u dakc,
TOproBoe HauMeHoBaHWe nNpenapara Ha
PYCCKOM ¥ aHMMUUCKOM A3biKax,
MeXayHapoJHoe HeNaTeHTOBaHHOoe
HauMeHOBaHWe Ha PYCCKOM W aHIMUACKOM
A3blKax, NekapcTBeHHyo dlopMy w
[O3VPOBKY Ha PYCCKOM ¥ aHMMARCKOM
A3bIKAX, KOMMYeCTBO TabneTok B 0aHOW
YNaKoBKe Ha PYCCKOM W aHIMUACKOM A3bIKax,
Ha3BaHWe ¥ CoAepKaHne AeRCTBYOLLEro
gelllecTsa B oaHOW TabneTke B
MUMITUrPaMMax Ha PYCCKOM U aHrMIMHACKOM
A3bIKAX, YCNOBUA XpaHeHWUA, ycnoBua
oTnycka, "[NA nprema BHYTpo", "XpaHuTb 8
HEAOCTYNHOM ANA AeTei mecTe", "Mpenapat
COASPXKMT NaKTo3bl MOHOMMApaT",
PervcTRaUMoHHbIA HOMEP, HOMEp Cepun.
CpOK rogHocT, "MNepen npyMeHeHnemM
O3HAKOMMWTLCA C MHCTPYKUMER" U LUTPUXOBOW
kod. JononHuTenbHO MOryT BbiTh HaHeCeHb!
cpeacTea naeHTuduKauun

Bropwudkas ynakoska
(kapToHHas nayka). Ha
naqke yKalaHbl
npeanpuaTUe-NPoU3BOAUT
enb, ero ToBapHbIN 3HaK.
agpec, TenedoH 1 gakc,
TOpProeoe HauMeHoBaHue
npenapaTa Ha pPycCKoM u
AHIMWIACKOM A3blKax,
MexayHapogaHoe
HenaTeHToBaHHoOE
HavMeHoBaHue Ha
PYCCKOM W aHIMWACKOM
F3bIKax, NekapcTBeHHan
thopma 1 003UPOBKA HA
PYCCKOM W @aHINIUACKOM
A3blKax, KONUYECTBO
TabneTok B O4HOW
YraKoBKe Ha PYCCKOM 1
AHIMUACKOM A3bIKaX,
Ha3BaHue ¥ CoaepKaHue
AeUCTBYIOLLEero BelecTsa
B ogHon TabneTke B
MUunavrpamMmMax Ha
PYCCKOM W @HTTIMACKOM
A3bIKaX, YCNOBUA
XpaHeHWs, ycnoBua
oTnycka, "[nAa npuema
BHYTpb", "XpaHvTo B
HefoCTYNHOM ANA feTed
mecTe", "MNpenapat
COAEPKUT NaKTO3bI
MoHoruapar”,
perucTpauvoHHbld HOMER,
HOMep cepuu, CpOoK
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LUEHTP KOHTPONA KAYECTBA
AO «AKPUXUH»

Ceptudmrar ananusza Al No: 525 487

KAMNOTEH TABNETKW 25 MIM N28

Mpoaykt:
WHAaeKc: CPTP-1300-000 Cpox roaHOCTH:
Ne cepuu: 490520

[ata sbinycxa: 2020-06-09

[ata pacnedaTu, 2020-06-09

CrpaHuua: S5/5
2025-05-01

PesynbTaTbl HCMbITAHMMA

HaumeHOBaHWe NoKasaTens TpeboBaHUA HOPMATUBHOM AOKYMEHTaLWK

PesynbTaTbl HCMbITAHMIA

rogHocTy, "Mepeg
NpUMEeHEHUEM
03HaKOMWTBCA C
UHCTpYyKUMer" n
WTPUXOBOW KO4

VenbiTaHts BoinonHeHs no: 1 N013055/01-071207. Uam. Ne 1,2.3,4,5,6.7,8,9.10

Homep PY (Per. ya.): T NeQ13055/01
Per. ya. or. 05.07.2017

JaknloueHue: cooTeercTayer TpeGosaHnam M NO13055/01-071207, Usm, Ne 1, 2, 3, 4,56,7,8,9,10
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