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Certificate of Analysis and Conformance
Ceprudukart aHa/IN3a H COOTBETCTBHSA

Product name / HanmeHoBaHHe IeKapCTBEHHOTO PRADAXA® 150 mg capsules (60) /TTPAJJAKCA® 150 mr
cpencTea 60 Karicyn

Article No. / Lot No. / Aprukyn Ne / Cepusi Ne 59304106 / 402294

Marketing Authorization No. / Peructpaunontoe JITT-Ne(001907)-(PT-RU)

yaoctosepeHne Ne

APl name / HaumeHoBaHune (apmauesTHueckoii 150 mg dabigatran etexilate / 150 mr naburarpana 3Tekcunar
cybcranumu

API Manufacturer / TTpouzsoautens A®C Bidachem SpA, Italy

API batch No. / Homep cepun A®C 1111937

Dosage form / Jlekapcteennas dopma capsules / kancynsi

Container Type / Bun ynakosku Al/Al blister / 6anctep u3 AVAI donbru

Order-No. / Ne 3aka3a 90410451

BIX No. / Ne-BIX 304106

BIX Version / BIX-sepcus 22

Quantity / KonmiuecTBO ynakosok 23820

Date of Manufacture / [lata npoussonctea 06.02.2024

Date of Expiry / Cpok roanoctu 28.02.2027

Number of Normative Documentation: / JITT-Ne(001907)-(PT-RU)-090323

Homep HOpMaTHBHO# 10Ky MEHTALIHN:

I hereby certify that all manufacturing stages of this batch of finished product have been carried out in full compliance with the
GMP requirements of the EU and that the batch of the finished drug product for medical use conforms to the quality
specifications established by the Normative Documentation.

Hacrosiumv noarsepsnaio, 4To Bee CTAIHA NPOHIBO/CTEA JAHHOH CCPHH TOTOBOFO NPOJYKTA BBINONHEHBI B IOJIHOM
cooTBeTCTBHH ¢ TpeboranuaMH GMP EC, a Takke YTO CEpHA IeKapCTBEHHOTO NpENaparTa A/if MEIHLUHHCKOTO NpPUMEHEHHS
COOTBETCTBYET CNEUM(HKALAN HOPMATHBHOH NOKYMCHTAIIHH.

Remarks: / TIpumeuanus:

Storage
Keep in original packaging to protect from moisture at a temperature not exceeding 25 °C.

XpaHenue
B oparHHansHo# ynakoBke LT 3aLUHTHI OT BIATH, MPH Temrneparype He Buie 25 °C.

Packaging conforms to the approved Normative Documentation.
Vnakoska COOTBETCTBYET COITIACOBAHHON HOPMATHBHOM JOKYMEHTALIHH.

Labelling conforms to the approved Normative Documentation.
Mapkipogka cOOTBETCTBYET COTNACOBAHHOH HOPMATHBHON [I0KYMEHTALMH.

16. APR. 2024  Dr. Heike Bork %/(

Date / Name / Signature of the Qualified Person, Quality Assurance
[Nara/ Wma / Toanuck ynoaHoMoueHHoro nuua, obecrneyeHye kauecTpa

Page | of 5/ Crpanuua 1 u3 §
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Certificate of Analysis and Conformance

Product Name: PRADAXA® capsules 150 mg (60)
Batch / Lot: 402294

~\ Boehringer
lml Ingelheim

Inspection Lot: 1700002046

Registration: Russia Page 2 of 5
Test Specification Resuit
Appearance
Oblong capsules, size 0. Conforms
Cap - opaque, light blue; body — opaque white.
Cap is printed with Boehringer Ingelheim company
symbol; body is printed with "R150". Color of
overprinting is black.
The fill of capsules is yellowish pellets.
Loss on drying
Capsule fill
Not more than 0.5 % 02 %
Capsule shell
Not more than 4.5 % 1.9 %
Identification
1) The retention time of the main peak in the Conforms
chromatogram of the test solution should correspond
to the retention time of the main peak in the
chromatogram of the standard solution 1 of
dabigatran etexilate mesylate.
2) The UV-spectrum of absorption of dabigatran Conforms
etexilate peak in the chromatogram of the test
solution should correspond to the UV-spectrum of
absorption of dabigatran etexilate peak in the
chromatogram of standard solution 1 of dabigatran
etexilate mesylate.
Assay
From 142.5 to 157.5 mg/capsule 148.1 mg/capsule
(from 95.0 to 105.0 %) 98.7 %
Impurities
BIBR 1087
not more than 0.2 % <02 %
BIBR 1154
not more than 0.8 % <2 %
BIBR 951
not more than 0.3 % <02 %
CDBA 513
not more than 0.2 % <02 %
BIBR 1155
not more than 0.2 % <0.2 %
Any other single unspecified impurity
not more than 0.2 % <02 %
Sum of impurities
not more than 1.2 % <02 %
Uniformity of dosage units
AVio<L1 (L1 =15.0)or AV <LI, Conforms
with all results of individual determinations being
within the range of [ - L2 x 0.01]Mto [l + L2 x
0.01]M (L1 =15.0 and L2 = 25.0)
Dissolution
Not less than 80% (Q) of the declared amount of dabigatran Conforms

etexilate after 45 min

CoAC-304106-V06



Certificate of Analysis and Conformance _ Boehringer
lmi Ingelheim

Product Name: PRADAXA® capsules 150 mg (60)
Batch / Lot: 402294 Inspection Lot: 1700002046

Registration: Russia Page 3 of 5

Test Specification Result

Microbiological quality
Total aerobic microbial count (TAMC)/g

<= 10 cfu/g not required
Total combined Yeasts/Moulds count (TYMC)/g

<= 10% cfu/g not required
Escherichia coli/g

absent not required

or Ph. EAEU. - Category 3A

- End of Report -
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CeprHduKaT anaau3a u ™\ Boehringer
COOTBETCTBHSA " 1
Y Ingelheim

Hassanwne nexapcrsennoro cpenctsa:  Ipanaxca® kancymsr 150 mr (60)

Cepus Ne: 402294
Peructpaums: Poccus

Cepus ans avanmsa: 1700002046
Crpannua 4 uz 5

Hcnuiranne Cnenngukauns PesyabTar

Onuncanne
IMpononrosateie kancyJiet, pamep 0.
Kpoiika — Henpospatnas, cae1/io-cHHETro LBETA, KOPIYC —
Hernpospauneiii Gesoro usera. Ha kpuiike HanewaTaw
cumBon komnanuu Bepunrep Murensxaiim, na kopnyce —
«R150». Liper nanmewaTkH — yepHuiii.
Cozaepxumoe Kancyt — JelToBaThie NEIeTs!.
IMoTeps B Macce npu BLICYmMHUBAHNN
CONEPKMMOr0 Karcyn
ue Gonee 0,5 % 0.2 %
0BonoYKK Kancyn
He Gonee 4,5 % 1.9 %
Haenrugmxanms
1) Bpems YIEpPKHBAHUA  OCHOBHOIO MHKa Ha CooTseTcTyeT
XpoMartorpaMmMe  MCIIBITYEMOrO  pacTBOpa  AOIKHO
COOTBETCTBOBATL BPEMEHH YIEPKHBAHWA OCHOBHOTO MHKa
Ha XpomaTorpamMme CTaHaapTHOro pacTeopa | naburatpana
JTeKCHJIaTa Me3nara,

CootsercrByer

2) Yd-cnekTp nornomenus nuka naburaTtpana CooTseTcTyeT
ITEKCHIIATA HA XPOMATOIPaMMe HCITBITYEMOTO pacTBopa

JONAKEH COOTBETCTBOBATE Y M-CrieKTpy MOrNOLEHNS THKA

nabHraTpaHa ITEKCHIATa Ha XpOMaTorpaMme

cTaHnapTHoro pacteopa | naburatpana 3Tekcunara

me3unara.

KoanyecrBennoe onpenenenne
Ot 142,5 1o 157,5 mr / kancyna 148.1 Mr/ kancyna

(07 95,0 1o 105,0 %) 98.7 %

Hpumecn
BIBR 1087 o
He Gonee 0,2 % <0.2
BIBR 1154 "
He Gonee 0,8 % <02 %
BIBR 951
He Gonee 0,3 % <02 %
CDBA 513 0
ne Gonee 0,2 % <0.2 %
BIBR 1155
He Gonee 0,2 %
TlioGoit npyroit eannnyHoi HecneuupHumpyemoil
npuMecH
He Gonee 0,2 %
Cymma npumeceii
He Gomee 1,2 %

OaHOpOAHOCTE eMHHIL 103APOBAHNS
AV g<L1 (L1 = 15,0) unm AVyp<LI, npHYeM BCE CooTseTcTRyeT
Pe3yNLTATHI CIMHHYHBIX ONPEACTICHHH HaXOANTCA B
npesenax ot [1-1.2x0,01]M no [1+L2x0,01]M (L1=15,0 u
L2=25,0)

<0.2%

<0.2 %

<0.2 %
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CepTH(HKAT aHAIU3A H ~\ Boehringer

COOTBETCTBHUS m .
IV Ingelheim
Hazsanwue nexkapcteenHoro cpeactra:  [lpanaxca® kanmcynsi 150 mr (60)
Cepus Ne: 402294 Cepus ans ananmsa: 1700002046
Peructpauns: Poccus Crpanmua 5 13 5
Henwimanuwe Creundmcauns PesynnTar
Pacteopenue
He menee 80% (Q) oT 3asBneHHOro konuyecTsa CooteeTcTByeT
naburaTpaHa dTexcuiiata uepes 45 MHH.
Mukpohnonornyaeckas YHCTOTA
Obuiee uneno a3pobubix Mukpoopranuimor (TAMC) /r
ne 6onee 10° KOE/r He Tpebyetcs
Ofuee YHCIIO APOHOKEBIX H IUTIECHEBLIX MPHOOR
(TYMC) /r

ne 6onee 102 KOE/r He TpebyeTcs

Escherichia coli /r

OtcyTcraue He TpebyeTca

i @EADC - Kareropus 3A

- Konen oruera -
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PEAEPAABHASL CAYXEBA 110 HAAI(

VPABOOXPAHEHUA

;.._..
B COEPE 3,

Yy

Ha BBOJ B rpaXaaHcKuii 060poT B Poccuitckoi defepayun cepun unu napTum UMMYHOBWOIOrMYECKOro NeKapcTEeHHOro

NAaYkH KapToHHbIe/ ~

Iwm6X u Ko KT, Fepmanus (¥ naxosmmx/tbacosumx (BTOpuuHaR/TpeTHUHAR
YNaKoeka))

Hureasxaiiv”

TlponssoauTens Opranusanus, Homep Homep, nata
Hara suecenna g AHC
Toproboe nanmenosanue (BBIMy cKaOmymit Crpana Crenenns o craguax npowssoacrsa HopmaTtusnas gokymenranns BBINYCTHBINAS B CepHH, Pa3pemients na
Pocanpasnamopa
KOHTPOJIL) rpaknanckui obopor DAPTHH HJm
Bepunrep Hurensxafiv Dapma M'M6X 1 Ko KT, Tepmanus (IMponssogurens (roToBoi
Mpanakca®; kancynu 150 ) JID)); Bepunrep Hurensxaiti Gapya F'moX u Ko.KT', lepmanns e
23.05.2024 Mr 10 ., Gaucrepsi (6), WMW”HHMM”HV“N:W Fepmanus (Ynakosuwmr/acosmms (s neperuHyio ynakosky)); Bepunrep Hurensxaitm Dapma JIT-N=(001907)-(PT-RU)-090323 000 "Bepitirep 402294




