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Certificate of Analysis and Conformance
CepradHKaT AaHAIH3A H COOTBETCTBHSA

Product name / HaumenoBaHH1e NekapCTBEHHOTO PRADAXA® 150 mg capsules (60) TIPAITAKCA® 150 mr
cpeacTea 60 xancyn

Article No. / Lot No. / Aprukyn Ne / Cepus Ne 59304106/ 401421

Marketing Authorization No. / Peructpaunontoe JITI-Ne(001907)-(PI-RL)

yaoctorepenne Ne

API name / Haumenosaune GapMaueBTHYECKON 150 mg dabigatran etexilate / 150 mr naburatpasa areKcHiIaT
cybcTanuum

API Manufacturer / ITpoussoantens AQC Bidachem SpA, ltaly

API batch No. / Homep cepuiu ADC 1111133, 1111267

Dosage form / JlexapcTBeHHas dopma capsules / kancys

Container Type / Bux ynakosku AV/Al blister / 6aucrep v3 AVAI doneru

Order-No. / Ne 3axasa 90406601

BIX No. / Ne-BIX 304106

BIX Version / BlX-pepcua 21

Quantity / KonH4ecTBO YNAKOBOK 23475

Date of Manufacture / lata nponasoacTsa 13.12.2023

Date of Expiry / Cpok roiHoctH 31.12.2026

Number of Normative Documentation: / JITT-Ne( 00 1907)-(PI-RU)-090323

Homep HOPMATHBHOH 10Ky MEHTAUHMK:

[ 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.

HacToAWNM NOATBEPHIALD, YTO BCE CTAAMH IIPOM3BOJICTBA JAHHOH CEPHH TOTOBOTO NPOYKTA BEINIONHEHE! B NOIHOM
coorsercraiu ¢ Tpebopanuamu GMP EC, a Taioke 4T0 CEPHA NEKapCTBEHHOIT NPENAPATA 1A MENHUHHCKOFO NPUMEHEHHA
COOTBETCTBYET CELMPUKALHHE HOPMATHBHOI JOKYMEHTAIMH.

Remarks: / Ilpumesianua:

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

Xpanenue
B opRraHANLHON YIIAKOBKE JU1A 3ALIMTH OT BJATH, IPH TEMIEPATYPE HE BHILLE 25 °C.

Packaging conforms to the approved Normative Documentation.
V HaKOBKa COOTBETCTBYET COTTACOBAHHOH HOPMATHRHON JOKYMCHTANH.

Labelling conforms to the approved Normative Documentation.
MapKupOBKa COOTBETCTBYCT COTNACORAHHOA HOPMATHBHOH JOKYMEHTALHH.

[

26, Marz 2024 |
Karsten Andra {,

A
v

Date / Name / Signature of the Qualified Person, Quality Assurance
Jara / Vimsa / TloAnKes yNOJIHOMOYEHHOTO MU, 0GecneueH e KauecTsa
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Certificate of Analysis and Conformance ~\ B oehringer
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Product Name: PRADAXA® capsules 150 mg (60)

Batch / Lot: 401421 " Inspection Lot: 1700001727
Registration: Russia Page 2 of 5
Test Specification Result
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 % 0.2 %
Capsule shell
Not more than 4.5 % 21 %

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 ctexilate 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
ctexilate mesylate.

Assay
From 142.5 to 157.5 mg/capsule 149.2 mg/capsule
(from 95.0 to 105.0 %) 99.5 %
Impurities
BIBR 1087
not more than 0.2 % <02 %
BIBR 1154
not more than 0.8 % <02 %
BIBR 951
not more than 0.3 % <02 %
CDBA 513
not more than 0.2 % <02 %
BIBR 1153 '
not more than 0.2 % <02 %
Any other single unspecified impurity
not more than 0.2 % <p2 %
Sum of impurities
not more than 1.2 % <02 %
Uniformity of dosage units
AVie<L1(L1=15.0)or AV < L1, Conforms
with all results of individual determinations being
within the range of [1 - L2 x 0.01]Mto [1 + L2 x
00I]M(L1=150andL2=250)
Dissolution
Not less than 80% (Q) of the declared amount of dabigatran Conforms

ctexilate after 45 min
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Product Name: PRADAXA® capsules 150 mg (60)
Batch / Lot: 401421
Registration: Russia

Inspection Lot: 1700001727
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)Yg
<= 10* cfu'g not required

Escherichia coli/g

absent not required

or Ph. EAEU. - Category 3A

- End of Report -
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Haspaune sexapersennoro cpeicrsa:  [lpanakca® kancynsi 150 mr (60)
Cepus No: 401421 Cepua mns avanusa: 1700001727
Peructpauus: Poccun Crpanuna 4 u3 5

Henpitanwe Coenndukauns Peaynsrat

Onucanue
Tlpononrosarsie kancynsi, pasmep 0.
Kpbiuka ~ senpospaunas, CBETIO-CHHETO LBETa, KOPITYC — CootBetcTRYET
Henpospausbli Gesoro usera. Ha kpsunke naneuaras
cumBOn KoMnanuu bepuurep Murensxaiim, na xopiryce —
«R150». Liper Haanevarky — vepHbiii.
ConepxuMoe Kancys — KeTOBATEIE NeUTeThl.
Iloreps B Macce npH BLICYWIMBAHUM
COJEPXKHMMOTO Kancyn
He 6onee 0,5 %
0BOIOYUKH Kancy s
ne Gonee 4,5 %
Haentuduxanns
1) Bpems  ymepkuBaHus OCHOBHOT'Q  TNHKa Ha CoOTRETCTBYET
XPOMaTOrpaMMe  HMCHBITYEMOTO  PacTBOpa  JIOKHO
COOTBETCTBOBATL BPCMEHH YASPKHBAHHA OCHOBHOTO MHKA
Ha XpOMaTOrpaMMe CTAHAAPTHOIO pacTBopa | naburatpana
ITEKCH/IATA ME3UATA.

02 %

21 %

2) Y®-cnexrp nornomenus nuxa gaburatpasa CoOTBETCTRYET
ITEKCHNIATA HA XPOMATOTPAMME HCIEITYEMOIO PAcTBOPA

JIOJDKEH COOTBETCTBOBATL Y D-CrIeKTPy NOMIOWEHHS KA

AaGMraTpaHa ATEKCHIATA HA XPOMATOrpaMMe

CTaHAapTHOrO pacTsopa | gaburartpaxa sTekcunarTa

Me3nlara.

KoanaecreenHoe onpeneaenne

Or 142,5 no 157,5 mr/ kancyna 149.2 Mr/ Kancyna
{oT 95,0 1o 105.0 %) 99.5 %

Hpumecu
BIBR 1087
ue Banee 0,2 Y%
BIBR 1154
He Gonee 0,8 %
BIBR 951
ue bosee 0,3 % <02 %
CDBA 513
He Gonee 0,2 %

BIBR 1155

ue Gonee 0,2 %

Jwoboit apyro# egusuaHoR Hecneunduumpyemoi
NpUMecH <0.2 %
He Gonee 0,2 %

Cymma npumeceii

He bonee 1,2 %

ONHOPOAHOCTE ¢AUHHIL A03HPOBAHHA
AViesh] (L1 =15.0) unn AV3<L1, npuuem sce CootsetcTByeT
Pe3YSIbTATEl €MHMMHBIX ONPEACNeHAR HAXOANTCH B
apeaenax ot [1-1.2x0,01]M zo [1+L.2x0,01]M (L1=15,0 u
1.2:25,0)

<02 %

<02 %

<02 %

<02%

<0.2 %
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Hassanue nekapeTeeHsoro cpeactsa:  1lpagakca® kancysi 150 mr (60)
Cepun Ne: 401421 Cepus nna ananuza: 1700001727
Perucrpauus: Poccus Crpanuua 5 u3 5
Henpiranwe Cneunduxaums Pesyawrar
Pacreopenue

He Menee 80% (Q) oT 3adBNCHHOTO KOJIHYECTBA CooTBeTCTBYET

nauraTpana STEKCHAaTa 9epes 45 MHH.
MukpolHoaorHYecKan YHCTOTa

Obuiee unucno adpobHuIx MukpoopraduiMos (TAMC) /r

He Gonee 10° KOE/r He Tpebyercs
Ofiiee YMCNO APONOKEBBIX H TUIECHEBbIX TPHGOB

(TYMC) /r

e Gonee 102 KOE/r He Tpebyercs
Escherichia coli /v

OrcyrcrBue He Tpedyerca

wii PEADC - Kateropua 3A

- Konen orvera -
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«CBefeHNA, BHeCeHHbIe B aBTOMATU3NPOBaHHYI0 MHEOPMaLMOHHYIO CUCTEMY POC3/paBHaA30pa nepes BBOAOM B
rpaXAaHCcKuii 050pOT Cepuil, NapTuil lekapcTBeHHbIX cpeacTs/ MH(OPMaLMA 0 BuiaHHLIX POC3ApaBHaA30pOM pa3pelueHnax
i R Ha BBOA B rpaxaaHCcKuit 060poT B PocCHACKOn PeaepaLin Cepui U NapTuiA UMMYHOBUONOTUHECKOr0 NeKapCTBEHHOMO
PEAEPAALHAR CAYXEBA T10 HAA3OPY npenapara, no cocToAHMIo Ha 20.06.2024 13:56»

B COEPE 3APABOOXPAHEHMA

Jlara suecennn 8 AHC Tponssoaurens Opramssanus, Homep Homep, nata
Pocisiakimuic Toprosoe HanmMeHoBaHHE (BBIMyCKARO MM Crpana Ci 0 CTaMAX np acTBA HopMATHBHAR AOKYMEHTALNA BBINYCTHBIIAN B cepun, paspemenus ua
i o KOHTPONB) TPaXAaHCKHi obopoT NapTHH HIIM

Bepunrep Hureasxaiim ®apma I'm6X u Ko KT, Tepmanusa ([IpoussoauTens (roToBoi

Ipanakca®; kancyns 150 . J1®)); Bepunrep Hurensxaiiv ®apma ['m6X # Ko KT, Tepmanma o
15.05.2024 wr 10 ., GncTeps (6), Mwﬂﬁqmvmmu okn | (VnaxosmmK/pacosmyK (8 nepiHHyb yiakosky)): Bepuirep Hirensxaiiv dapua JIM1-Ne(001907)PT-RU)-090323 :oDm VMM“z:_,u ® 401421 -
NAYKH KapTOHHBIE/ ~ p ey I'm6X 1 Ko.KT, l'epmanus (¥ nakc (i (BTOPI Tpe ailie
YNIAKOBKa))




