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Certificate of Quality
Ceprapixar axocri

Manufacturing Autherisation number/ ﬂom;p minessi¥ na sapobEnnTRO: DE_RP_01_MIA_1019 0025

Product: PRADAXA® 150 mg hard capsules
ITpenapat: MPAJAKCA®, xancy.u TBepai mo 150 mr

Importing country/ Kpaiua-imnoprep: Ukraine/Yxpaitta
Country of Manufacture/ Kpaina-supo6uuk: Germany/ Himeyguna

Active ingredient/ AxTasruii inrpesient 150 mg dabigatran etexilate as mesilate
150 Mr nabiratpany erexcrnaty y BHFnsni Meannaty

Marketing Authorisation Number: UA/10626/01/03 Valid till: 14.07.2022
Peectpauifine nocsiguenna: UA/10626/01/03 Aie no: 14.07.2022

Type of the package: 10 capsules in a blister; 6 blisters in a carton box labelled in Ukrainian Tanguage
Ynakopka: no 10 kancyn y Gnictepi; no 6 Guicrepis y KapTOHNiH KopoGIti 3 MapKyBalHAM YKpaIHCEKOW MOBOIO

Batch number/ Homep cepil: 006189

Date of Manufacture/ Jlata BBpofimuuTea:  23.06.2020
Date of Expiry/ Ipuaatanit go: 06.2023
Batch size/ Poawmip cepil: 23972 packages / ynakoBKu

Certification statement;

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 with the requirements of the Marketing Authorization of the

destination country.

Ceinourso mpo cepradgikanio:

Limm mminTsepkyio, o Bei cTafil BHpoSHULTEA AaR0T cepil ToToROro MpORYKTY BAKOKAHI ¥ OBHI# BigmoBianoCcT
Ao samor GMP €C, a taxox y BignosigHOCT! No BHMOT peectpaniiinoro nocrinuenys kpainn-iMnopTepa,

Cropinka 135 COQ-304107-V11
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Certificate of Quality
Cepruikar sixocri

Product: PRADAXA® 150 mg hard capsules
Mpenapar: IPAJJAKCA®, kancyau Teepai no 150 Mr

Batch number/ Homep cepii: gos189 Number of analysis/Homep ananizy: 3545814

Test Specification Test result Unit
BunpoBysanua Creupdikanis PezymTat . Onununs
Appearance Oblong HPMC capsule (size 0) with 2 conforms

(Visual test) light blue opague cap and a white-

coloured opague body.

Cap: printed in black with B company

symbol,

Body: printed in black with "R150"

Content; yellowish pellets.
Onse JHozracti kancynu 3 BiANOBIA2E
rigpoxcHTpominMeTHILETON03H {0
posmMipy) 3 Henpo3opoio CRiTHO-
GHaKNTHOIO KPHLIEYKOFO i3 CHMBOOM
xomnenil Bepinrep Inrensxatise sopHoro
KONLOPY T2 HEMpo30pHM Ginns rinom
KaTICYTH i3 CHMBOJIOM YOPHOIO KOJILORY
"R15G", m0 MiCTHTE %OBTYBATI DENIETH.

(Bisyanbko)

Loss on drying
Brpara B Maci npu sucymysanut

Pellets (Weighing) <=0.5% 0,2% %
Heneru (Barosnii wevon) <={Q.5% 0,2 % %
Capsule shell (Weighing) <=4.5% 2,1% %
OGomonKa KaAnCYIH <=4.5% 2,1% %

(Barosull MeToa)”
Identification
InenThdiranin

BIBR 1048 The retention time obtained with the test conforms
{Liquid chromatography) solution corresponds to that obtained

with the standard solution.
BIBR 1048 Hac yrpumyBatHs, OTpHMak#ii 3 BiAnoBifAE
{pirmsna xpomarorpatis) BENPoGYRAHEM POTUHHOM, BiAnoBiae

4aCy YTPHMYBAaHHE, OTPHMAHOMY 31
CTAHAAPTHHM PO3THHOM.

BIBR 1048 The UV spectrum obtained with the test conforms
{Liquid chromalography) solution corresponds to that obtained

with the standard solution.
BIBR 1048 Y®-cniextp, cTpuManyil 3 Binmosinae
(piAUMHA XpOMBTOrDadis) BHNPOSYRAHNAM POIYMHOM, BiANDBIAIE

CTIEKTPY, OTPHMAHOMY 3i CTAHJZPTHHM

PO3IYHHOM

Cropinka23 5 COQ-304107-V11
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Certificate of Quality

CepradixaT sKocTi

Product: PRADAXA® 150 mg hard capsules
IIpenapat: ITPAJAKCA®, kancyym teepxi mo 150 mr

Batch number/ Homep cepil: 006189 Number of analysis/Homep asanizy: 3545814
Test ~ ' Specification Test result Unit
BunpobysaHuy . Cnenudikanis Peaynprat Onpenus
BmicT axTaBHOTO inrpegicnTa
BIBR 1048 142.5 - 157.5 mg/capsule (95.0 - 105.0% 149,0 mg/capsule
{Liquid chromalogrphy) of the stated content) %4 %
BIBR 1048 142.5 - 157.5 mr/kancyna (95.0 - 105.0% 1480 Mr/Kancyna
(pirnnna xpomararpatiz) BiJl BCTAHOBJIZHOrD I1AYEHHH) 99,4 %

Active ingredient degradation
HIpoxyKTH PO3NTIAY AKTHEHOID

inrpegienTa
BIBR 1087 <=0,2 % <0,2% %
(Liguid chromatography)
BIBR 1087 <=0.2% <0,2% Yo
(piaunka Xpomararpatia)
BIBR 1154 <=0.8% <02% %
{(Liquid chromatography)
BIBR 1154 <=0.8% <02% %
{piassna xpomarorpadia}
BIBR 951 <=03% <02% %
(Liquid chromatography)
BIBR 951 <=03% <0,2% %
(pimsnna xposarorpafix)
CDBA 513 <=02% <02% %
{Ligquid chrometography)
CDEBA 513 <=02% <02 % %
{pinmima xpomatorpadis)
BIBR 1155 <=02% <02% %
(Liquid chromatography)
BIBR 1155 <=0.2% <0.2% %
(piaunna xpomatarpais))
each individual unspecified <=02% <0,2%

degradation product
{Liquid chromatography)

KOMeH oKpeMAil <=02% <02% %
HecneuudiNHUHE NpoaAyKT
PO3NALY (pinunua xpomarorpadis)
sum of all degradation <= 1.2% <02% %
products (Liguid chromatography)
cyMa Beix mponywrie <=12% <0,2% %
polnany
(pinxunn xpoMatorpadis)

Uniformity of dosage units Product must correspond to Ph.Eur, conforms

by weight variation 2.9.40 or equivalent section from USPAP

Cropinxa 335 COQ-304107-V11
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Certificate of Quality
Ceprudirar sxocri

Product: PRADAXA® 150 mg hard capsules
Npenapar: IPAJAKCA®, kancy:su TBepai no 150 mr

Number of analysis/HomMep ananisy: 3345414

Batch number/ Homep cepii: pp6189

Test Specification Test result Unit
BrnpoByeanus Creundixanis Peaynisrar Onuenng
OpuopinHicrs A030RAHHX 0ARENIG  TIpENapaT NoBHHEH BiANORINATH BAMOrEM sinnopinae
Pa3psixyHKoBO-BAaroBHii MeToa €sp. apm. 2.9.40 abo ananoriguux
posninis Papmakoneis CLIA i Anowit
Dissolution
(Baske( apparatus/spectrophotometric  Time: 45 min
deterrnination) Requirement Q: 80 % conforms
Requirement A (n=6) 99/97/96/97/99/99 %
No single value may be less than Q+5%. ’
Requirement B (n=12)
The average value should be equal to or
greater than Q. No individueal value AV: 98 %
should be less than Q - 15%.
Requirement C (n=24)
The averape value should be equal to or
greater than Q. Not more than 2
individual values should be less than
Q - 15%, but not less than Q - 25%,
Porunnenns
(IPHAAL 3 KOmHKOM / Yac: 45 xB
Bumoara Q: 80% Bignosinse

enekTpohoToMeTPHYHE PH3HatCHNA)

BumMora A (n = 6) . 99/97/96/97/95/99 %
HonHe OMTHHEAHE JHAYSHER He MOXe

SyTm Mene, nix Q + 5%. Bumora B (n=

12)

Cepense 3naverHs Mag OyTn
eKBiRaneHTHHM 860 Ginbine, Hix Q.
JKonne oKpemMe IHAYEHHA HE MOXKE EymH
seHme, Hik Q - 15%

Bumora C (n=24)

CepenHe 3navenHn Mae Sy
exBiBanenTBYM abo Ginsie, nix Q.

He 6Ginbure, nix 2 oxpeMuX sHagenns
MOXYTh ByTh Menwe, Hix Q - 15%, ane
HE MeHIUe, Bk Q - 25%

SEpeHE AV eHHS! 98 %

Microbiological quality*

(Standard test Ph.Eur./USP/JP) No rouling test
Mikpobioorigna umerora*
(Cranpaptinit  Tecr €ap,  Qapw./dapm.
CIIA/Snow. ®@apm) HepyTrisu tecr

Cropinka 435

COQ-304107-v11
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Certificate of Quality
CeprrdixaTr K0¢TI

Product: PRADAXA® 150 mg hard capsules
Ilpenapat: HPAJAKCA®, kancy/iu Teep/i mo 150 mr

Batch number/ BoMep cepii: 006189 Number of analysis/Homep ananisy: 3545814
Test Specification Test result Unit
Bunpobysanss Crewpigikanis Pesynbrat Oannung -
Total aerobic microbial
count (TAMC) /g <=30P CFU not analyzed
Jaranssa KiIbKicTE
aepofunx MixpoopranisMis .
(TAMCYr <=10° KYO He ananizozano
Total combined
Yeasts/Moulds count
(TYMC) /¢ <=10° CFU not analyzed

JaraabHa KUILKCTS
NpiRIKOBHX | NIiCEHEBHAX

rpubis (TYMC)/r <=1 KY0 He sHanjzosanc
Escherichis coli g Not detectable not analyzed
Escherichia coli /T BiRCYTRICTL He ananizapauo

* If the results for the first 5 production batches are within the tolerance Jimits, then testing is carried out once per
year in accordance with the routine testing plan.

* S0 pe3yBTATH s NEpUMEX ' TH BHpoSHEHx cepiif 3HAXOAATECT B MEXKEX crenudixauii, nogansiu
BHAPOGYBAHAS MPOBOAATE OJHH Pa3 Ha Pix y BlAnORiAHOCTI 3 TOTOYHEM NNAHOM.

Remarks/ ITpumiTka:

Result/Pesynsrat: released/ npraarso:

3 7. Dez. zgzs (release date)/ (mars Banycky) =~ Boehringer
v ngeiheim

Boehringer Ingelheim Pharma GmbH & Co. KG

Date of signeture (CoQ)Y Jara nipnucanns (CA):
Qualified Persor/ Ynoszosaskena ocoba: Ka rsten An dra*

Cropinka 535 COQ-304107-V11
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Certificate of Quality
Ceprugikar sikocti

Manufacturing Authorisation number/ Hoyep sinensii ua supotunirao: DE_RP_01_MIA_2019_0025

Product: PRADAXA® 150 mg hard capsules
Hpenapar: IPAJAKCA®, KancyJyu reepai no 150 mr

Importing country/ Kpaina-imnoprep: Ukraine/Ykpaina
Country of Manufacture/ Kpaiha-pupo6huk: Germany/ Hisewunsma

Active ingredient/ AkTuerMi iarpeaient 150 mg dabigatran etexilate as mesilate
150 mr gabirampaiy eTexeunarty y surisi MC3HINATY

Marketing Authorisation Number: UA/10626/01/03 Valid till: 14.07.2022
Pecerpauifine nocsinuenns: UA/10626/01/03 Hic ao: 14.07.2022

Type of the package: 10 capsules in a blister; 6 blisters in a carton box labelled in Ukrainian fanguage
Ymakoska: no 10 xancyn y Gaictepi; no 6 Gricrepis y kapronniii KOpOOUI 3 MapKYBAKHAM YKPATHCHLKOIO MORBOIO

Batch number/ Hosep cepii: 101514
Date of Manutacture/ Nata BHPOOHHITBA,  19.11.2020
Date of Expiry/ Tipunaruuii so: 11.2023

Batch size/ Posmip cepil: 22125 packages / yniakonxy

Certification statement:

I'hereby certify that the information hereinabove is true and correct. This product batch has been manufactured
{including packaging/labeling) and subjected to quality control at the site indicated above in full compliance with
the GMP requirements, as published by the local regulator, as well as in accordance with the specitications given
in the registration dossier or marketing license of the manufacturer or importer country, in cases where the product
is imported, or in the Product Specification File for a study medicinal product. The manufacturing, packaging and
test records have been reviewed and confirmed as GMP-compliant.

Cainonreo npo ceprudikauizo:

[Titar s sacBinuyio, uro naseaena prie IHGOPMALR € TOCTOBIPHOIO Ta TOUHOK), Ly cepito npoayxuii 8yno
BrpobieHo (BKAIOYalouH NaKyBanna/MapKyRaniz) Ta NPOBE/IEHO KOHTPOI, 1T AKocT! 1Na BHINC3A3HAYCHIH Tinbini
Y MOBHIH BIATORINHOCT! 3BHMOr AN GMP, seranosnenuau MicuernM PEIYJIATOPHEM OPraHoM, a TaKosx
BIANIORLIHO 1o crienndyikauiit, 1o MicTsThes ¥ peecTpauiiinoMy noche ado Toprosiit milensii KPaiHi-Bipobauka
200 KpalHi-IMIIopTepa, AKLO IPOAYKUIIO IMIOPTOBAHO, afo ¥ focke cricuudiraniii Ha npeiapaT ma
AOCHIKYBAHOTO IKAPCHKOro 2acoly. Ilporokoin BupoSHILTEL, HAKYBAHNNA T2 AHMLN3IB GYHO TePeIuanyTo 1a
BCTRHOB/IERO BinoBiaHicTs GMP,

Cropinka l 3 5 COQ-304107-vi2
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RECpiHlapasestIRREOAIG Boehringer Ingelheim Pharma GmbH & Co., KG
Inreanxaiis ua Peiini, HiMequnna _ .
Tel: +49 (6132) 77-0, Fax: +49 (6132) 77 2326 bepinrep Inreanxaitm Mapma MNudX 1 Ko, KT

Certificate of Quality
CepTHixkaT sikocTi

Product: PRADAXA® 150 mg hard capsules
Hpenapar: MPAJAKCA®, kancyiu teepai no 150 Mr

Batch number/ Honep cepii: 191514 Number of analysis/fHomep ananisy: 3556105

Test Specification Test result Unit
BunpoSysanns Criespikanin Pesyantar Oy
Appearance Oblong HPMC capsule {size 03 with a conforms

{(Visual test) light blue opaque cap and a white-

coloured opaque body.
Cap: printed in black with BI company
symbol.
Body: printed in black with *"R150"
Content: yellowish peliets.
Ouuc Losracri kaueyny 3 BIIULIORIjlaC
(Bisyateno) FLAPOKCHUIPOUUIMCTHINICIIOAO3H (0
PO3IMIPY) 3 nenposopolo ceitio-
6.]1111(]!'1‘[{0]0 KPHITCUKOH i3 CHMBOJIOM
Kommanii Bepinrep nreiwxaiiar qoproro
KOJIBOPY T HCIIPOIOPKM GifIHat Tizom
KAMCYIIkt i3 CHMBONOA TOPHOTO KOTHOPY
"RIS0", mo MicTHTH ®oBTYBATI NeTeTH,
Loss on drving
Brpara & maci npn sueymysanni

Pellets (weighing) <={5% .20
HMeneTn (Barosuii Meroz) <=5 % 0.29%
Capsule shell (Weighing) <=45% 2.0%
Odononra Kaneyan <= 4,5 % 2.0°%
{Baronnii mero;n

Identification

[enradixanin
BIBR 1048 The retention time obtained with the test conforms
{Liquid chromatograghy) solution corresponds to that obtained

with the standard solution,

BIBR 1048 Hae yrpisypanus, OTPHMaHNIT 3 B1180BIAC
{pinmma xpomatorpadin) BUTIPOOYBAIM pOTHHIOM, BiINosigac

HACY YIPHMYBAIILA, OTPHMANOMY 31
CTAHIAPTHIM POTTIHOM.

BIBR 1648 The UV spectrum obtained with the test conforms
{Liquid chromatography) solution corresponds 1o that ohtained

with the standard sotution.
BIBR 1048 Yd-crickrp. oTpumanyii 5 RIADOBifae
(planra Xposarorpadis) BHMPOGYBAIMM POIUHHOM, BiANOBINAC

COEKIPY, OTPHMANOMY 31 CTAHAAPTHINM

po3aHHOM

Cropinka2 3 5 COQ-304107-v12
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Certificate of Quality
Cepradikar sxocTi

Product: PRADAXA® 150 mg hard capsules
Hpenapar: IPATAKCA®, kancynn eepat no 150 mr

Batch number/ Homep cepii: 101514 Nuntber of analysis/Homep anamizy: 3556105
Test Specification Test result Unit
Bunpotyeanun Cnenndikania Pezynerar Onunmis

Buicr arruBnoro inrpemicnra

BIBR 1048 142.5 - 157.5 mg/capsule (95.0 - 105.0% 149.7 mg/capsule
{Liquid chromatography) of the stated content) 99.8 Yo
BIBR 1048 1425 - 1575 my/ramcyima (95.0 - 105.0%% i49.7 MIYKarncyna
(piasnia xposazorpadia) BiJl BCTRHORACHOTO JHaYCHIR) 998 %%

Active ingredient degradation
Iponykra POIN4Y AKTHBHOI'C
inrpeiicira

BIBR 1487 <=2 % = gl 2 K
(Liquid chromatography)

BIBR 1087 <=0.2% <02 %o
{pladiika xpostatonrpudis)

BIBR 1154 =0.8% <2 Yo
(Liquid chromatography)

RIBR 1154 <=0.8% <02 Y
{piagssing xpomatorpadin)

BIBR 851 <=03% <0.2 a
{Liquid chromatography)

BIBR 951 <=3 % <02 o%
(pinnua Xpovartorpadis)

CDBA 513 <=0.2% <02 %
(Liguid chromatography)

CDBA 513 <= (.2 % <0.2 Yo
(puBnTHa Xposa worpadisn)

BIBR 1155 <=0.2 % <02 Y
{Liquid chramatography)

BIBR 1155 <= 0.2 % <32 %
(pizmmina xpovararpadia)

cach individual unspecified <=02% <(.2 Yo

degradation product

(Liguid chrematography)

KOXCH OKpeMuii <=0.2 % <0.2 %%
necireutH ivnnit npoaysy

PO3IMATY (piniing xposaTorpadin

sum of all degradation “<=12% <02 %
products (Liquid chromatography)
CyMa BeiX NpoxyKrin “=1.2% <2 %
posnagy
{(pigunna xponarorpadis)

Uniformity of desage units Product must correspond 10 Ph.Euy., conforms

by weight variation 2.9.40 or equivalent section from USP/IP

Cropinka 33 § COO-304107-v12
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Certificate of Quality
Ceprudikar sxocri

Product:

PRADAXA® 150 mg hard capsules

Ipenapar: MPATAKCA®, kancyau TBepai no 150 mr

Batch number/ Honep cepii: 101514

Number ofanalysis/Homep ANATIZY:. 31556105

Test Specification Test result Unil
Bunpodysanns Crneundixanis Pesynurar Oanriius
Ounnopiznicrs xoloBanux opannn Tlpernapar nonunicn Bijtuosi aty pHyoran BiAnORizac
Pospaxynkoso-saroeuii Meron €ap. Tapm. 2,940 abo apanioriunmx
posainie Gapmaxoueii CIIA i Snonit

Dissolution

{Basket apparatus‘spectrophotometric Time: 45 min

determination} Requirement Q: 80 % conforms

Posunienns
[HPHILT & KOmsiKoM /

CHER rpohororerpune RIBHAUCHTI)

Microbiological quality*

{Standard test Ph.Eur.'USP/IP) No routine test
Mixpoionorivma wserera*
(Cransaprangi

Teer  Cop.

CHIA AAnon sPapa) Hepytunmsii tect

Papm.’Papmy,

Cropinka 4 3 5

Requircment A (n=6) 1007100/100/100/101/98 %
No single value may be less than Q+5%.
Requirement B (n=12)

The average value should be equal to or
greater than Q. No individual value
should be less than Q - 15%,
Requirement C (n=24)

The average value should be cqual te or
greater than Q. Not more than 2
individual values should be less than

Q - 15%, but not less than Q - 25%,

AV: 100 ¢4

Yac: 45 xn

Busora Q: 80%,

Bumora A (n— 6}

}KO,'IHC QAHHHIEE SHAYCHHA HC MOWKe
OyTH Menme, ik Q + 5%, Bamora B {n=
12)

Cepeuie 3naenim sac 6ytr
EKBIBATEHTIIHM abo Olnsie, ik Q.
Kojme oxpeme sHaens e moxe Oy
MeHINE, ik Q - 5%

Bumora € (n = 24)

Cepenye sHavenns vae Gyru
CKBIBAICHTHIM ab0 Binbile, Hiw Q.

He Ginbie, Hixk 2 okpeaiy snaveiy
MOKYTE BYTH Merwe, nix Q - 15%, ane
HE MeHnie, Hisk (F - 25%

B1NOBIAAC
100/100/1007106:161 /9%

%5

CCPCIIC 3HATEHH 160 v

COQ-304107-v12
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Certificate of Quality
Ceprudikar saxocri

Product: PRADAXA® 150 mg hard capsules
Hpenapar: IPAJAKCA®, xancy.in TBepAi o 156 mr

Batch number/ Homep cepii: 101514 Number of analysis/Homep auanisy: 3556105
Test Specification Test result Unit
BunpoGysanus Crnenmdikanin Pesynurar OanHus

Total acrobic microbial
count (TAMC) / g <= 10° CFU not analyred [¥]

Jaraneua kijqekicTh

acpobiux Mikpoopranisais .
(TAMC ¥/ r <= 1P KYO He aHanizosaHo
‘Total combined

Yeasts/Moulds count

(TYMC) /g <=10° CFU ; not analyzed [¥]
Jaranepa KIILKICTE

ADIRIROBHX | nnicerernx

rpubie (TYMO) /r <= 12 KYQ He aHanisosaHo
Escherichia coli /g Not detectable not analyzed E_]
Escherichia coli/ 1 RIZCYTHICTE

He aHani3cBaHe

* If the results for the first 5 production batches are within 1he tolerance fimits, then testing is carried out once per
year in accordance with the routine testing plan,

¥ JIKWo perynbTaTH ANS nepminx miaTH EUPOSHIEMHX COPIfl SHAXOOATRCHE B MCKAX crienpdixanit, nogaeini
RHITPODYBANILA TIPOBOIATH OMHII PA3 Ha DIK ¥ BLANOBURIOCT] 3 MOTOMIMM Miratom.

Remarks/ Tpasitka:
Result/Pesyanrat: released/ NPHAATHO; ? 7. Apl‘ |'- ZUZ?

(release date)/ (nara BHIOYCKY) m Boehringer
il

Ingelheim
ehringer Ingelheim Phatma GmbH & Co. KG

Date of signature (CoQ)/ Jlata niguncanus (CS): K i ;}pf‘;f 202
Qualified Person/ Ynoruosakena ocoba: Ka rsten Andr§

T o ATy
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Certificate of Quality
Ceprugikar sikocti

Manufacturing Authorisation number/ Hoyep sinensii ua supotunirao: DE_RP_01_MIA_2019_0025

Product: PRADAXA® 150 mg hard capsules
Hpenapar: IPAJAKCA®, KancyJyu reepai no 150 mr

Importing country/ Kpaina-imnoprep: Ukraine/Ykpaina
Country of Manufacture/ Kpaiha-pupo6huk: Germany/ Hisewunsma

Active ingredient/ AkTuerMi iarpeaient 150 mg dabigatran etexilate as mesilate
150 mr gabirampaiy eTexeunarty y surisi MC3HINATY

Marketing Authorisation Number: UA/10626/01/03 Valid till: 14.07.2022
Pecerpauifine nocsinuenns: UA/10626/01/03 Hic ao: 14.07.2022

Type of the package: 10 capsules in a blister; 6 blisters in a carton box labelled in Ukrainian fanguage
Ymakoska: no 10 xancyn y Gaictepi; no 6 Gricrepis y kapronniii KOpOOUI 3 MapKYBAKHAM YKPATHCHLKOIO MORBOIO

Batch number/ Hosep cepii: 101514
Date of Manutacture/ Nata BHPOOHHITBA,  19.11.2020
Date of Expiry/ Tipunaruuii so: 11.2023

Batch size/ Posmip cepil: 22125 packages / yniakonxy

Certification statement:

I'hereby certify that the information hereinabove is true and correct. This product batch has been manufactured
{including packaging/labeling) and subjected to quality control at the site indicated above in full compliance with
the GMP requirements, as published by the local regulator, as well as in accordance with the specitications given
in the registration dossier or marketing license of the manufacturer or importer country, in cases where the product
is imported, or in the Product Specification File for a study medicinal product. The manufacturing, packaging and
test records have been reviewed and confirmed as GMP-compliant.

Cainonreo npo ceprudikauizo:

[Titar s sacBinuyio, uro naseaena prie IHGOPMALR € TOCTOBIPHOIO Ta TOUHOK), Ly cepito npoayxuii 8yno
BrpobieHo (BKAIOYalouH NaKyBanna/MapKyRaniz) Ta NPOBE/IEHO KOHTPOI, 1T AKocT! 1Na BHINC3A3HAYCHIH Tinbini
Y MOBHIH BIATORINHOCT! 3BHMOr AN GMP, seranosnenuau MicuernM PEIYJIATOPHEM OPraHoM, a TaKosx
BIANIORLIHO 1o crienndyikauiit, 1o MicTsThes ¥ peecTpauiiinoMy noche ado Toprosiit milensii KPaiHi-Bipobauka
200 KpalHi-IMIIopTepa, AKLO IPOAYKUIIO IMIOPTOBAHO, afo ¥ focke cricuudiraniii Ha npeiapaT ma
AOCHIKYBAHOTO IKAPCHKOro 2acoly. Ilporokoin BupoSHILTEL, HAKYBAHNNA T2 AHMLN3IB GYHO TePeIuanyTo 1a
BCTRHOB/IERO BinoBiaHicTs GMP,

Cropinka l 3 5 COQ-304107-vi2
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Certificate of Quality
CepTHixkaT sikocTi

Product: PRADAXA® 150 mg hard capsules
Hpenapar: MPAJAKCA®, kancyiu teepai no 150 Mr

Batch number/ Honep cepii: 191514 Number of analysis/fHomep ananisy: 3556105

Test Specification Test result Unit
BunpoSysanns Criespikanin Pesyantar Oy
Appearance Oblong HPMC capsule {size 03 with a conforms

{(Visual test) light blue opaque cap and a white-

coloured opaque body.
Cap: printed in black with BI company
symbol.
Body: printed in black with *"R150"
Content: yellowish peliets.
Ouuc Losracri kaueyny 3 BIIULIORIjlaC
(Bisyateno) FLAPOKCHUIPOUUIMCTHINICIIOAO3H (0
PO3IMIPY) 3 nenposopolo ceitio-
6.]1111(]!'1‘[{0]0 KPHITCUKOH i3 CHMBOJIOM
Kommanii Bepinrep nreiwxaiiar qoproro
KOJIBOPY T HCIIPOIOPKM GifIHat Tizom
KAMCYIIkt i3 CHMBONOA TOPHOTO KOTHOPY
"RIS0", mo MicTHTH ®oBTYBATI NeTeTH,
Loss on drving
Brpara & maci npn sueymysanni

Pellets (weighing) <={5% .20
HMeneTn (Barosuii Meroz) <=5 % 0.29%
Capsule shell (Weighing) <=45% 2.0%
Odononra Kaneyan <= 4,5 % 2.0°%
{Baronnii mero;n

Identification

[enradixanin
BIBR 1048 The retention time obtained with the test conforms
{Liquid chromatograghy) solution corresponds to that obtained

with the standard solution,

BIBR 1048 Hae yrpisypanus, OTPHMaHNIT 3 B1180BIAC
{pinmma xpomatorpadin) BUTIPOOYBAIM pOTHHIOM, BiINosigac

HACY YIPHMYBAIILA, OTPHMANOMY 31
CTAHIAPTHIM POTTIHOM.

BIBR 1648 The UV spectrum obtained with the test conforms
{Liquid chromatography) solution corresponds 1o that ohtained

with the standard sotution.
BIBR 1048 Yd-crickrp. oTpumanyii 5 RIADOBifae
(planra Xposarorpadis) BHMPOGYBAIMM POIUHHOM, BiANOBINAC

COEKIPY, OTPHMANOMY 31 CTAHAAPTHINM

po3aHHOM

Cropinka2 3 5 COQ-304107-v12
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Certificate of Quality
Cepradikar sxocTi

Product: PRADAXA® 150 mg hard capsules
Hpenapar: IPATAKCA®, kancynn eepat no 150 mr

Batch number/ Homep cepii: 101514 Nuntber of analysis/Homep anamizy: 3556105
Test Specification Test result Unit
Bunpotyeanun Cnenndikania Pezynerar Onunmis

Buicr arruBnoro inrpemicnra

BIBR 1048 142.5 - 157.5 mg/capsule (95.0 - 105.0% 149.7 mg/capsule
{Liquid chromatography) of the stated content) 99.8 Yo
BIBR 1048 1425 - 1575 my/ramcyima (95.0 - 105.0%% i49.7 MIYKarncyna
(piasnia xposazorpadia) BiJl BCTRHORACHOTO JHaYCHIR) 998 %%

Active ingredient degradation
Iponykra POIN4Y AKTHBHOI'C
inrpeiicira

BIBR 1487 <=2 % = gl 2 K
(Liquid chromatography)

BIBR 1087 <=0.2% <02 %o
{pladiika xpostatonrpudis)

BIBR 1154 =0.8% <2 Yo
(Liquid chromatography)

RIBR 1154 <=0.8% <02 Y
{piagssing xpomatorpadin)

BIBR 851 <=03% <0.2 a
{Liquid chromatography)

BIBR 951 <=3 % <02 o%
(pinnua Xpovartorpadis)

CDBA 513 <=0.2% <02 %
(Liguid chromatography)

CDBA 513 <= (.2 % <0.2 Yo
(puBnTHa Xposa worpadisn)

BIBR 1155 <=0.2 % <02 Y
{Liquid chramatography)

BIBR 1155 <= 0.2 % <32 %
(pizmmina xpovararpadia)

cach individual unspecified <=02% <(.2 Yo

degradation product

(Liguid chrematography)

KOXCH OKpeMuii <=0.2 % <0.2 %%
necireutH ivnnit npoaysy

PO3IMATY (piniing xposaTorpadin

sum of all degradation “<=12% <02 %
products (Liquid chromatography)
CyMa BeiX NpoxyKrin “=1.2% <2 %
posnagy
{(pigunna xponarorpadis)

Uniformity of desage units Product must correspond 10 Ph.Euy., conforms

by weight variation 2.9.40 or equivalent section from USP/IP

Cropinka 33 § COO-304107-v12
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Certificate of Quality
Ceprudikar sxocri

Product:

PRADAXA® 150 mg hard capsules

Ipenapar: MPATAKCA®, kancyau TBepai no 150 mr

Batch number/ Honep cepii: 101514

Number ofanalysis/Homep ANATIZY:. 31556105

Test Specification Test result Unil
Bunpodysanns Crneundixanis Pesynurar Oanriius
Ounnopiznicrs xoloBanux opannn Tlpernapar nonunicn Bijtuosi aty pHyoran BiAnORizac
Pospaxynkoso-saroeuii Meron €ap. Tapm. 2,940 abo apanioriunmx
posainie Gapmaxoueii CIIA i Snonit

Dissolution

{Basket apparatus‘spectrophotometric Time: 45 min

determination} Requirement Q: 80 % conforms

Posunienns
[HPHILT & KOmsiKoM /

CHER rpohororerpune RIBHAUCHTI)

Microbiological quality*

{Standard test Ph.Eur.'USP/IP) No routine test
Mixpoionorivma wserera*
(Cransaprangi

Teer  Cop.

CHIA AAnon sPapa) Hepytunmsii tect

Papm.’Papmy,

Cropinka 4 3 5

Requircment A (n=6) 1007100/100/100/101/98 %
No single value may be less than Q+5%.
Requirement B (n=12)

The average value should be equal to or
greater than Q. No individual value
should be less than Q - 15%,
Requirement C (n=24)

The average value should be cqual te or
greater than Q. Not more than 2
individual values should be less than

Q - 15%, but not less than Q - 25%,

AV: 100 ¢4

Yac: 45 xn

Busora Q: 80%,

Bumora A (n— 6}

}KO,'IHC QAHHHIEE SHAYCHHA HC MOWKe
OyTH Menme, ik Q + 5%, Bamora B {n=
12)

Cepeuie 3naenim sac 6ytr
EKBIBATEHTIIHM abo Olnsie, ik Q.
Kojme oxpeme sHaens e moxe Oy
MeHINE, ik Q - 5%

Bumora € (n = 24)

Cepenye sHavenns vae Gyru
CKBIBAICHTHIM ab0 Binbile, Hiw Q.

He Ginbie, Hixk 2 okpeaiy snaveiy
MOKYTE BYTH Merwe, nix Q - 15%, ane
HE MeHnie, Hisk (F - 25%

B1NOBIAAC
100/100/1007106:161 /9%

%5

CCPCIIC 3HATEHH 160 v
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Certificate of Quality
Ceprudikar saxocri

Product: PRADAXA® 150 mg hard capsules
Hpenapar: IPAJAKCA®, xancy.in TBepAi o 156 mr

Batch number/ Homep cepii: 101514 Number of analysis/Homep auanisy: 3556105
Test Specification Test result Unit
BunpoGysanus Crnenmdikanin Pesynurar OanHus

Total acrobic microbial
count (TAMC) / g <= 10° CFU not analyred [¥]

Jaraneua kijqekicTh

acpobiux Mikpoopranisais .
(TAMC ¥/ r <= 1P KYO He aHanizosaHo
‘Total combined

Yeasts/Moulds count

(TYMC) /g <=10° CFU ; not analyzed [¥]
Jaranepa KIILKICTE

ADIRIROBHX | nnicerernx

rpubie (TYMO) /r <= 12 KYQ He aHanisosaHo
Escherichia coli /g Not detectable not analyzed E_]
Escherichia coli/ 1 RIZCYTHICTE

He aHani3cBaHe

* If the results for the first 5 production batches are within 1he tolerance fimits, then testing is carried out once per
year in accordance with the routine testing plan,

¥ JIKWo perynbTaTH ANS nepminx miaTH EUPOSHIEMHX COPIfl SHAXOOATRCHE B MCKAX crienpdixanit, nogaeini
RHITPODYBANILA TIPOBOIATH OMHII PA3 Ha DIK ¥ BLANOBURIOCT] 3 MOTOMIMM Miratom.

Remarks/ Tpasitka:
Result/Pesyanrat: released/ NPHAATHO; ? 7. Apl‘ |'- ZUZ?

(release date)/ (nara BHIOYCKY) m Boehringer
il

Ingelheim
ehringer Ingelheim Phatma GmbH & Co. KG

Date of signature (CoQ)/ Jlata niguncanus (CS): K i ;}pf‘;f 202
Qualified Person/ Ynoruosakena ocoba: Ka rsten Andr§

T o ATy
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J_IEP)KJHKCIIVH(BA
JNEPKABHA CJIYKBA 3 JITKAPCBKHMX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTHUKAMU y KMiBCBKIU OBJACTI

npocreKkT Banepis JIo6aHOBCLKOMO, 51, M. Kuis, 03110, ten/dake: (044) 363-06-50
E-mail: dls.ko@,dls.gov.ua,httgs:waw.d\s.gov.ua, Koa €JIPTIOY 37078774

BHCHOBOK
npo fAKicTh pRe3eHOro B YKpainy JiKapCLKOro 32c00y

23.06.2021 Ne 33082/21/10

NMPAJAKCA®
(HaliMeHyBaHHA AIKAPCHKOro 3ac00y 3rLAHO 3 pcccrpauiﬁuu.\i [1OCBIAYEHHAM)
Kancysiu TBepii 1o 150 mr; no 10 kancyjay gaicrepi; no 6 GaicTepiB Yy KapTOHHIil KopoOui
((popma BHOYCKY, [03yBaHHA, BHIL NAKY BAHHA NIKAPCBKOTO 3aco0y)

Homep peecTpaLliiiHoro nocsinuenns UA/] 0626/01/03 crpok aii peecTpaLiiHoro nocsimuenns 01.01 2099
Cepis NiKapcLKOro 3aco0y Ne 101514 KinbKiCTb BBE3EHOTO JIKapCBKOTO 3aco0y 193

BHpOOHHK BepiHrep Iurensbxaiiv @apma I'mM6X i Ko. KI', HimMeuiuHa
(HalMeHyBaHHA BUpPOOHHKA NiKapCLKOTO 3aco0y, KparHa TIOXOIKEHHH)

BoeseHo B YKpaiHy CuniibHe yxpa'l'l-lcbxo-ec'roucmce NiAnpHEMETBO Y dopmi TOBApHCTBA
3 0OMeKEHOI0 Binnosina:lbﬂich wOnrimMa-PapMm, JIT/', ineHT. KOA:
21642228

(haitmeHyBaHHs T2 KOA 3a €JIPTIOY JOPHAHYHOI ocoGu a0 Mpi3BHILE, in's, 10 06aTbKOBI (iznaHOi
ocobu - NiANpHEMLA, 7i Micue npoKHMBaHHA Td pecwpauiﬁuuﬁ HOMEp o6niKOBOT KAPTKM MIATHHKD
nonarkis abo cepis Ta HOMEp nacnopra)

IpoToKO. Bi3yanbHOro KOHTPOJIIO Bill 11.06.2021 Ne 2023/3.

3a pe3yjbTaTami nepAaBHoro KOHTPOJIIO BCTAHOBJIEHO, U0 fikapebKHil saciO BBE3eHO B VpaiHy 3

.IIOT[)HMEIHHSIM BHMOT 3aKOHO/1aBCTBA LOAO 3abe3neyeHHA c0CTi NiKAapChKHX 3ac00iB.
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Certificate of Quality
Ceprugikar sikocti

Manufacturing Authorisation number/ Hoyep sinensii ua supotunirao: DE_RP_01_MIA_2019_0025

Product: PRADAXA® 150 mg hard capsules
Hpenapar: IPAJAKCA®, KancyJyu reepai no 150 mr

Importing country/ Kpaina-imnoprep: Ukraine/Ykpaina
Country of Manufacture/ Kpaiha-pupo6huk: Germany/ Hisewunsma

Active ingredient/ AkTuerMi iarpeaient 150 mg dabigatran etexilate as mesilate
150 mr gabirampaiy eTexeunarty y surisi MC3HINATY

Marketing Authorisation Number: UA/10626/01/03 Valid till: 14.07.2022
Pecerpauifine nocsinuenns: UA/10626/01/03 Hic ao: 14.07.2022

Type of the package: 10 capsules in a blister; 6 blisters in a carton box labelled in Ukrainian fanguage
Ymakoska: no 10 xancyn y Gaictepi; no 6 Gricrepis y kapronniii KOpOOUI 3 MapKYBAKHAM YKPATHCHLKOIO MORBOIO

Batch number/ Hosep cepii: 101514
Date of Manutacture/ Nata BHPOOHHITBA,  19.11.2020
Date of Expiry/ Tipunaruuii so: 11.2023

Batch size/ Posmip cepil: 22125 packages / yniakonxy

Certification statement:

I'hereby certify that the information hereinabove is true and correct. This product batch has been manufactured
{including packaging/labeling) and subjected to quality control at the site indicated above in full compliance with
the GMP requirements, as published by the local regulator, as well as in accordance with the specitications given
in the registration dossier or marketing license of the manufacturer or importer country, in cases where the product
is imported, or in the Product Specification File for a study medicinal product. The manufacturing, packaging and
test records have been reviewed and confirmed as GMP-compliant.

Cainonreo npo ceprudikauizo:

[Titar s sacBinuyio, uro naseaena prie IHGOPMALR € TOCTOBIPHOIO Ta TOUHOK), Ly cepito npoayxuii 8yno
BrpobieHo (BKAIOYalouH NaKyBanna/MapKyRaniz) Ta NPOBE/IEHO KOHTPOI, 1T AKocT! 1Na BHINC3A3HAYCHIH Tinbini
Y MOBHIH BIATORINHOCT! 3BHMOr AN GMP, seranosnenuau MicuernM PEIYJIATOPHEM OPraHoM, a TaKosx
BIANIORLIHO 1o crienndyikauiit, 1o MicTsThes ¥ peecTpauiiinoMy noche ado Toprosiit milensii KPaiHi-Bipobauka
200 KpalHi-IMIIopTepa, AKLO IPOAYKUIIO IMIOPTOBAHO, afo ¥ focke cricuudiraniii Ha npeiapaT ma
AOCHIKYBAHOTO IKAPCHKOro 2acoly. Ilporokoin BupoSHILTEL, HAKYBAHNNA T2 AHMLN3IB GYHO TePeIuanyTo 1a
BCTRHOB/IERO BinoBiaHicTs GMP,

Cropinka l 3 5 COQ-304107-vi2
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Certificate of Quality
CepTHixkaT sikocTi

Product: PRADAXA® 150 mg hard capsules
Hpenapar: MPAJAKCA®, kancyiu teepai no 150 Mr

Batch number/ Honep cepii: 191514 Number of analysis/fHomep ananisy: 3556105

Test Specification Test result Unit
BunpoSysanns Criespikanin Pesyantar Oy
Appearance Oblong HPMC capsule {size 03 with a conforms

{(Visual test) light blue opaque cap and a white-

coloured opaque body.
Cap: printed in black with BI company
symbol.
Body: printed in black with *"R150"
Content: yellowish peliets.
Ouuc Losracri kaueyny 3 BIIULIORIjlaC
(Bisyateno) FLAPOKCHUIPOUUIMCTHINICIIOAO3H (0
PO3IMIPY) 3 nenposopolo ceitio-
6.]1111(]!'1‘[{0]0 KPHITCUKOH i3 CHMBOJIOM
Kommanii Bepinrep nreiwxaiiar qoproro
KOJIBOPY T HCIIPOIOPKM GifIHat Tizom
KAMCYIIkt i3 CHMBONOA TOPHOTO KOTHOPY
"RIS0", mo MicTHTH ®oBTYBATI NeTeTH,
Loss on drving
Brpara & maci npn sueymysanni

Pellets (weighing) <={5% .20
HMeneTn (Barosuii Meroz) <=5 % 0.29%
Capsule shell (Weighing) <=45% 2.0%
Odononra Kaneyan <= 4,5 % 2.0°%
{Baronnii mero;n

Identification

[enradixanin
BIBR 1048 The retention time obtained with the test conforms
{Liquid chromatograghy) solution corresponds to that obtained

with the standard solution,

BIBR 1048 Hae yrpisypanus, OTPHMaHNIT 3 B1180BIAC
{pinmma xpomatorpadin) BUTIPOOYBAIM pOTHHIOM, BiINosigac

HACY YIPHMYBAIILA, OTPHMANOMY 31
CTAHIAPTHIM POTTIHOM.

BIBR 1648 The UV spectrum obtained with the test conforms
{Liquid chromatography) solution corresponds 1o that ohtained

with the standard sotution.
BIBR 1048 Yd-crickrp. oTpumanyii 5 RIADOBifae
(planra Xposarorpadis) BHMPOGYBAIMM POIUHHOM, BiANOBINAC

COEKIPY, OTPHMANOMY 31 CTAHAAPTHINM

po3aHHOM

Cropinka2 3 5 COQ-304107-v12
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Certificate of Quality
Cepradikar sxocTi

Product: PRADAXA® 150 mg hard capsules
Hpenapar: IPATAKCA®, kancynn eepat no 150 mr

Batch number/ Homep cepii: 101514 Nuntber of analysis/Homep anamizy: 3556105
Test Specification Test result Unit
Bunpotyeanun Cnenndikania Pezynerar Onunmis

Buicr arruBnoro inrpemicnra

BIBR 1048 142.5 - 157.5 mg/capsule (95.0 - 105.0% 149.7 mg/capsule
{Liquid chromatography) of the stated content) 99.8 Yo
BIBR 1048 1425 - 1575 my/ramcyima (95.0 - 105.0%% i49.7 MIYKarncyna
(piasnia xposazorpadia) BiJl BCTRHORACHOTO JHaYCHIR) 998 %%

Active ingredient degradation
Iponykra POIN4Y AKTHBHOI'C
inrpeiicira

BIBR 1487 <=2 % = gl 2 K
(Liquid chromatography)

BIBR 1087 <=0.2% <02 %o
{pladiika xpostatonrpudis)

BIBR 1154 =0.8% <2 Yo
(Liquid chromatography)

RIBR 1154 <=0.8% <02 Y
{piagssing xpomatorpadin)

BIBR 851 <=03% <0.2 a
{Liquid chromatography)

BIBR 951 <=3 % <02 o%
(pinnua Xpovartorpadis)

CDBA 513 <=0.2% <02 %
(Liguid chromatography)

CDBA 513 <= (.2 % <0.2 Yo
(puBnTHa Xposa worpadisn)

BIBR 1155 <=0.2 % <02 Y
{Liquid chramatography)

BIBR 1155 <= 0.2 % <32 %
(pizmmina xpovararpadia)

cach individual unspecified <=02% <(.2 Yo

degradation product

(Liguid chrematography)

KOXCH OKpeMuii <=0.2 % <0.2 %%
necireutH ivnnit npoaysy

PO3IMATY (piniing xposaTorpadin

sum of all degradation “<=12% <02 %
products (Liquid chromatography)
CyMa BeiX NpoxyKrin “=1.2% <2 %
posnagy
{(pigunna xponarorpadis)

Uniformity of desage units Product must correspond 10 Ph.Euy., conforms

by weight variation 2.9.40 or equivalent section from USP/IP

Cropinka 33 § COO-304107-v12
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Certificate of Quality
Ceprudikar sxocri

Product:

PRADAXA® 150 mg hard capsules

Ipenapar: MPATAKCA®, kancyau TBepai no 150 mr

Batch number/ Honep cepii: 101514

Number ofanalysis/Homep ANATIZY:. 31556105

Test Specification Test result Unil
Bunpodysanns Crneundixanis Pesynurar Oanriius
Ounnopiznicrs xoloBanux opannn Tlpernapar nonunicn Bijtuosi aty pHyoran BiAnORizac
Pospaxynkoso-saroeuii Meron €ap. Tapm. 2,940 abo apanioriunmx
posainie Gapmaxoueii CIIA i Snonit

Dissolution

{Basket apparatus‘spectrophotometric Time: 45 min

determination} Requirement Q: 80 % conforms

Posunienns
[HPHILT & KOmsiKoM /

CHER rpohororerpune RIBHAUCHTI)

Microbiological quality*

{Standard test Ph.Eur.'USP/IP) No routine test
Mixpoionorivma wserera*
(Cransaprangi

Teer  Cop.

CHIA AAnon sPapa) Hepytunmsii tect

Papm.’Papmy,

Cropinka 4 3 5

Requircment A (n=6) 1007100/100/100/101/98 %
No single value may be less than Q+5%.
Requirement B (n=12)

The average value should be equal to or
greater than Q. No individual value
should be less than Q - 15%,
Requirement C (n=24)

The average value should be cqual te or
greater than Q. Not more than 2
individual values should be less than

Q - 15%, but not less than Q - 25%,

AV: 100 ¢4

Yac: 45 xn

Busora Q: 80%,

Bumora A (n— 6}

}KO,'IHC QAHHHIEE SHAYCHHA HC MOWKe
OyTH Menme, ik Q + 5%, Bamora B {n=
12)

Cepeuie 3naenim sac 6ytr
EKBIBATEHTIIHM abo Olnsie, ik Q.
Kojme oxpeme sHaens e moxe Oy
MeHINE, ik Q - 5%

Bumora € (n = 24)

Cepenye sHavenns vae Gyru
CKBIBAICHTHIM ab0 Binbile, Hiw Q.

He Ginbie, Hixk 2 okpeaiy snaveiy
MOKYTE BYTH Merwe, nix Q - 15%, ane
HE MeHnie, Hisk (F - 25%

B1NOBIAAC
100/100/1007106:161 /9%

%5

CCPCIIC 3HATEHH 160 v

COQ-304107-v12
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Certificate of Quality
Ceprudikar saxocri

Product: PRADAXA® 150 mg hard capsules
Hpenapar: IPAJAKCA®, xancy.in TBepAi o 156 mr

Batch number/ Homep cepii: 101514 Number of analysis/Homep auanisy: 3556105
Test Specification Test result Unit
BunpoGysanus Crnenmdikanin Pesynurar OanHus

Total acrobic microbial
count (TAMC) / g <= 10° CFU not analyred [¥]

Jaraneua kijqekicTh

acpobiux Mikpoopranisais .
(TAMC ¥/ r <= 1P KYO He aHanizosaHo
‘Total combined

Yeasts/Moulds count

(TYMC) /g <=10° CFU ; not analyzed [¥]
Jaranepa KIILKICTE

ADIRIROBHX | nnicerernx

rpubie (TYMO) /r <= 12 KYQ He aHanisosaHo
Escherichia coli /g Not detectable not analyzed E_]
Escherichia coli/ 1 RIZCYTHICTE

He aHani3cBaHe

* If the results for the first 5 production batches are within 1he tolerance fimits, then testing is carried out once per
year in accordance with the routine testing plan,

¥ JIKWo perynbTaTH ANS nepminx miaTH EUPOSHIEMHX COPIfl SHAXOOATRCHE B MCKAX crienpdixanit, nogaeini
RHITPODYBANILA TIPOBOIATH OMHII PA3 Ha DIK ¥ BLANOBURIOCT] 3 MOTOMIMM Miratom.

Remarks/ Tpasitka:
Result/Pesyanrat: released/ NPHAATHO; ? 7. Apl‘ |'- ZUZ?

(release date)/ (nara BHIOYCKY) m Boehringer
il

Ingelheim
ehringer Ingelheim Phatma GmbH & Co. KG

Date of signature (CoQ)/ Jlata niguncanus (CS): K i ;}pf‘;f 202
Qualified Person/ Ynoruosakena ocoba: Ka rsten Andr§

T o ATy

Cropinka 53 5 COQ-304107-v12
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J_IEP)KJHKCIIVH(BA
JNEPKABHA CJIYKBA 3 JITKAPCBKHMX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTHUKAMU y KMiBCBKIU OBJACTI

npocreKkT Banepis JIo6aHOBCLKOMO, 51, M. Kuis, 03110, ten/dake: (044) 363-06-50
E-mail: dls.ko@,dls.gov.ua,httgs:waw.d\s.gov.ua, Koa €JIPTIOY 37078774

BHCHOBOK
npo fAKicTh pRe3eHOro B YKpainy JiKapCLKOro 32c00y

23.06.2021 Ne 33082/21/10

NMPAJAKCA®
(HaliMeHyBaHHA AIKAPCHKOro 3ac00y 3rLAHO 3 pcccrpauiﬁuu.\i [1OCBIAYEHHAM)
Kancysiu TBepii 1o 150 mr; no 10 kancyjay gaicrepi; no 6 GaicTepiB Yy KapTOHHIil KopoOui
((popma BHOYCKY, [03yBaHHA, BHIL NAKY BAHHA NIKAPCBKOTO 3aco0y)

Homep peecTpaLliiiHoro nocsinuenns UA/] 0626/01/03 crpok aii peecTpaLiiHoro nocsimuenns 01.01 2099
Cepis NiKapcLKOro 3aco0y Ne 101514 KinbKiCTb BBE3EHOTO JIKapCBKOTO 3aco0y 193

BHpOOHHK BepiHrep Iurensbxaiiv @apma I'mM6X i Ko. KI', HimMeuiuHa
(HalMeHyBaHHA BUpPOOHHKA NiKapCLKOTO 3aco0y, KparHa TIOXOIKEHHH)

BoeseHo B YKpaiHy CuniibHe yxpa'l'l-lcbxo-ec'roucmce NiAnpHEMETBO Y dopmi TOBApHCTBA
3 0OMeKEHOI0 Binnosina:lbﬂich wOnrimMa-PapMm, JIT/', ineHT. KOA:
21642228

(haitmeHyBaHHs T2 KOA 3a €JIPTIOY JOPHAHYHOI ocoGu a0 Mpi3BHILE, in's, 10 06aTbKOBI (iznaHOi
ocobu - NiANpHEMLA, 7i Micue npoKHMBaHHA Td pecwpauiﬁuuﬁ HOMEp o6niKOBOT KAPTKM MIATHHKD
nonarkis abo cepis Ta HOMEp nacnopra)

IpoToKO. Bi3yanbHOro KOHTPOJIIO Bill 11.06.2021 Ne 2023/3.

3a pe3yjbTaTami nepAaBHoro KOHTPOJIIO BCTAHOBJIEHO, U0 fikapebKHil saciO BBE3eHO B VpaiHy 3

.IIOT[)HMEIHHSIM BHMOT 3aKOHO/1aBCTBA LOAO 3abe3neyeHHA c0CTi NiKAapChKHX 3ac00iB.




Y JHIMPONMETPOBCHKIN OBJIACTI

Huinpo, mn.CobopHa,4, k. 601-605, 49005, Ten. (066)3454171
E-mail: dls.dp@dls.gov.ua,https{/www.dls gov.ua, Kog €APIIOY 37070665

BILCHOBOK
npo AKICTL BBE3CHOro B YKpalHy JikapchKoro 3acody
17.01.2022 Ne 1150/22/0411
MIPAJAKCA®

(HadiMeRyRAHHA TiKapChkoTo 38C00Y 3rifHO 3 peccTpanifianM HOCBIIMECHHAM)
Kancyau TBepai, 150 mr, mo 10 kancyaly Gsmicrepi; mo 6 6aicTepis y kapToHHii kopooni

((popma BHRIYCKY, 1O3YBAKS, BHA DAKYBAHHS NIKAPCEKOTO 3ac06y)

Howmep peectpauitinoro nocsiguenus UA/10626/(11/03 crpox nii pecctpauitinoro nocimennn 14.07.2022

Cepin nikapeskoro sacoGy Ne 105640 KinkxicTs sBe3€HOMO Nikapeskoro sacody 518
Bupo6Huk Bepirrep InrensxagimM ®apma 'M6X i Ko. KI', Himeauuna
(uatiMenypziHs BUPoSHHKA TiKapCEkOro 3aco6y, kpalHa NOXOIKEHHA)
Baesero B Vkpalny TosapreTBo 3 00MexkeHol0 BianoBiaaabRicTIO "BalM", ienr. kox:
31816235

(ratiMenyBatH# Ta kpa 3a E[IPIIOY wopramanoi ocobu afo npissume, iM's, no farsxosi
tiauunol ocobx - nigpipuemus, it mice npoxusaHHg Ta peccTpauifinui HoMep obiKoBoT
KAPTKY MIATHUEA NOASTKIB a60 cepis TA HOMEp MacnopTa)

TMporoxon sisyansrere koaTpomo sia 14.01.2022 Nz 07-01/51/24.

32 pe3yJbTaTaMH JEpKABHOTO KOHTPOMIO BCTAHORIIEHO, WO Jikapcokuil 3aci6 Beezemo B Vipainy 3
AOTPHMAHHAM BHMOr 3aKOHOJABCTRA HIOAO 3p0e3nedeHHs AKOCTI TikapehkHX 3acoGis,

Havanenuk JlepxkasHoi ciryx6n 3

JiKapChKHX 3aco0iB Ta KOHTPOJITIO 3a .
pe . TPOTO 3 IOnis OBYAPEHKO
HapKOTHKaMH y JIHiTponeTpoBcEKiii
o0macTi
(nocanosa ocobg. ofit iy ) (ni.um}'c':)/ (ininiany Ta npisBume)

CeiTnana BouapHikopa +38(066)345-41-71
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Certificate of Quality
Cepragirar axocti

Manufacluring Authorisation number/ Homep mimeusi¥ ua sapodenmroo: DE_RP 01 _MIA_2a19_pp25

Product: PRADAXA® 150 mg hard capsules
Ipenapar: OPAJAKCA®, KancyaH Teepai mo 150 mr

Importing country/ Kpaira-imnoprep: Ukraine/¥ kpafue
Country of Manufacture/ Kpaina-snpoBamk: Germany/ Himerymna

Active ingredient/ Axrasuuit isrpegienr 150 mg dabigatran etexilate as mesilate
: 150 mr ga6iratpeny erexcunary y suraagi MeannarTy

Marketing Authorisation Number: UA/10626/0 1/03 Valid till: 14.07.2022
Peectpanifine moceinuenna: UA/10626/01/03 Hie no: 14,07,2022

Type of the package: 10 capsules in a blister; 6 blisters in a carton box labelled in Ukrainian language
Ynaxoska: no 10 xancyn y Snicrepi; 1o 6 GnicTepis y xaproHuil kopobui 3 MapxyeanaIM YKPAIHCLKOIO MOBOIO

Batch number! Homep cepif: 105640
Date of Manufacture/ Jlata supobrumrea:  29.04.5021

Date of Expiry/ TIpunarhnit no: 04.2024

Batch size/ Poamip cepii: 9.315 packages / yrakoBKe
Certification statement: '

I hereby certify that the information hereinabove is true and correct. This product batch has been manufactored
(including packaging/iabeling) and subjected to quality control at the site indicated above In full compliance with
the GMP requirements, as published by the local regulator, as well as in accordance with the specifications given
in the registration dossier or marketing license of the manufacturer or jmporter country, in cases where the product
is imported, or in the Product Specification File for a study medicinal product, The manufacturing, packaging and
test records have been reviewed and confirmed as GMP-compliant,

Ceinouree nipo cepradiranito:

Llum a 3aceiavyro, mo naseaena snme indopmanis € aocToBipEOI0 T2 ToROK. Iho cepiio npoAyKuif Gyno .
supobnero (BrmMoTaIoMy TNakyRaRHA/MapKYBaHHA) T4 IPOBEAEHO KORTPONE i fkocT Ha BHUIE3EsHaTeHiN ainsHeni
¥ nosnil piANoBiAROCTI 3BUMOraMy GMP, BeTanonIeHHMAI MiCLeBHM PETYAATOPHHM OPTaRoM, & TAKON
BIAUOBIHO Ko ciequdixaii, mo MicTaTboN Y peecTpallifinoMy focke 200 Toprosilf minensit kpaing~-sApoSinika
a6o kpaind-iMroprepa, a0 ApOAYyKuito INTOpTOBAHO, 60 ¥ Aocke creudikanili Ha npenapat ans
AOCHiAKYBAHOrG MKaPCEKOro 3acofy. HpoToxomy supobHwITEa, Raxysanrs 4 aHaNi31B 6YI0 NepernanyTo Ta
BCTAHOENZHO BigToRi nuicTs GMP.

Cropiara 135 COG-304107-v12
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Certificate of Quality

CepradixaT saxocTi

Product: PRADAXA® 150 mg hard capsules
Hpenapar: MIPAJTAKCA®, Kancyas Teeppi no 150 mr

Batch number/ Homep cepii: 105640 Number of analysis/Homep AHMIIZY: 3572520
Test Specification Test result Unit
Bunpobysabra Crepdrirauia Pesyssrar OanHnng
Appearance Oblong HPMC capsule (size 0) with a conforms
(Visual test) light blue opaque cap and a white-
colowred opaque body,
Cap: printed in black with BI company
symbol.
Body: printed in black with "Ri50"
Content: yellowish pellets,
Omie Hosracti ranmeynuz . nigrosigae
(Bisyarsuo) rinpoXCIHpOniIMeTH I MO ROAT (1]
posMipy) 3 Hemposopoie ceiTg-
BnaxsTHOrO KpHIeNROIO i3 CHMBOMOM
xemnanil Bapiurep Inremsxaliu soproro
KDALOPY T2 Renpo3opwm Ginam Tinow
Kancy/ is cAMBOIOM YopHoro Kontopy
"R150", mo micTeTs FOBTYRATI Memetit,
Loss on drying
Brparta n maci npw srcymysanmi
Pellets (Weighing) <=0.5% 0.2%
Tlenewn (Baroznit mevon) <=05% 0.2%
Capsuie shell (Weighing) <=45% 20 %
Oboromes xancyan “=4,5% 20%
(Barozail setos)
Identification
Inenrndikania
BIBR 1048 The retention time cbtained with the test conforis
(Liquid ofromategraphy) solution corresponds to that obtained
with the standard solution.
EIBR 1048 Yze yrpaMysatug, oTpHMaa 2 pigfokinae
{piarina xpomaTorpagix) BHAPOSYBAHUM poIHHHOM, gianopinac
HACY YTPUMYBARHS, OTPHMAHOMY i
. CTAHOAPTHHM POIUHHOM.
BIBR 1048 The UV spectrum oblained with the test conforms
(Liquid ebromatagraphy) solutlon corresponds 1o that obtained
with the standard solufion,
RIBR 1048 YDronextp, oTpumannil 3 Bianpeinae
(pinuine Xpomatarpadis) sunpobysanus posuruom, Binosikac ’
CNeRTPY, OTPUMAHOMY 3] CreHAIPTHRM
POIHHHOM
Cropisrka23 35 COQ-304107-V12
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Certificate of Quality
Ceprudixar sxocri

Product: PRADAXA® 150 mg hard capsules
Ilpenapar: IPAJAKCA®, kaneyny Trepai o 150 mr

Batch numaber/ Homep cepif: 195640 Number of analysis/HoMep axanisy: 3572520
Test Specification Test result Unit
BanpoGysauus Cnenndikania Pesynerar "OnwanLa
Buwvicr axTiBMore inrpenienTs
BIBR 1048 142.5 - 157.5 mgfcapsule (95.0 - 105.0% 150.7 mg/eapsule
{Liquid chromatography) of the stated content) 1004 %
BIER 1048 142.5 - 157.5 Mv/kancyna (95.0 - 105.0% 150.7 wMrfxancyna
(piamwna xpeMarorpaibin) Bil} BCTANDBNEHOTO 3HATEHNS) 100.4 %

Actlve ingredient degradation
Hpopykrs poanapy axrasuoro

inrpenienTn | ¥
BIBR 1087 <=0.2% <02 %
(Liquid chromatography)
BIBR 1087 <=0,2% <02 %
{pizstting xpoMaTorpadin}
BIBR 1154 <=0.§% =02 %
(Liquid chrometography}
BIBR 1154 <=0.8 % <02 %
{pinsnsm xpomprorpadin)
BIBR 951 <=0,3% <02 %
(Liquid chrometography} i
BIBR 951 <=0,3% <02 %
(pimynita xpoMaTorpathia)
CDBA 513 : <=0,2 % <0.2 %
(Liquid chromategrephy)
CDBA 513 <=02% =20.2 %
(pimna xposarorpadiin)
BIBR 1155 <=0.2% <0.2 %
{Liquid chromaiograpiiy)
BIBR 1155 <=02% <{.2 %
{pimna xpomatorpadiny)
each individual unspecified <=9,29% <02 %
degradation product
(Liquid shrameogmaphy)
KOHER OKPEMNIE <=0.2% <0.2 %

Hecneamgiwamii npoxyer
POINARY {pinnnna xpouetorpagin)

sum of all degradation <=12% <02 %
products (Liquid chramatography) .
cyma BCiX mpoaAyRTiE = 12% <02 %
poznaay
(piaussa xpomdrorpadiz)

Uniformity of dosage units Product must covrespond to Ph.Eur, conforms

by weight variation 2.9.40 or equivalent section from USP/JP

Cropirxal3s § COQ-304107-v12
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Certificate of Quality
Ceprudgiixat axocti

Product: PRADAXA® 150 mg hard capsules
ITpemapar: IPATAKCA®, RAIICYAH TBepai o 150 mr

Batek number/ Homep cepilt 105640 " Number of analysis/Homep ananisy: 3572420
Test Specification Test resuft Unit
Brnpo6Gyeanan Crieundixauin Pesynerar Onnnnyg
Onwoplnnicrs nososaknx ommene  Npenapar noansen BipmoBlZaTH BAMOraN Bignozinae
Pospaxyrixoso-narosnii Meren €rp. Gapm. 2.9.40 abo aranorinmm
poaninis Papuaxoneit CUIA i Snouit
Dissolutton
(Baskel apparatusispecrophotemerrie  Time: 45 min
determinatibta) Requirement Q; 80 % conforms
Requirement A (n=6) 98/93/101/99/101/98 %
No single value may be less than (+5%,
Requirement B (n=12)
The average value should be equai to or
greater than Q, No individual value AV: 98 %
should be less than Q - 1524,
Requirerment C (n=24)
The average value should be equal to or
greater than Q. Not more than 2
individual values should be loss than
Q - 15%, but not less than Q - 25%.
Pozunyenms :
(npinan 2 kourmxam / Yac: 45 xs
cockTpodoTuMETpUYHS RInoNeiny) B RMOTa Q: 80% winnoninas

Buwmora A (n=¢) 98/93/101/99/101/98 %
HKozve oREHYHe ZRETCHAT He MO

6yrr Mermue, wixk Q + 5%. Bavora B {n =

12) .
Cepenwe 3navennn mac Gyt CEpeANE SHATeHHT: 98 %
eknisaNcHTANM 860 Sinae, wik Q.

Hoprs okpene IuaTeNRA HE Moke GyTH

MCHITE, Wik Q - 15% .

Biora C (n=24)

Cepenne 3Hauenns pae By

eKBIRARSHTHUM a0 Gijbure, K Q.

He Siusrme, Hix 2 OKPMUX SHRYCHHS

MaxyTh 6yTr Merme, Rix Q - 15%, ane

H& MeHIe, Hix () - 25%

Microbislogical quality*

(Standand test PhEur./USEIP) No routine fest
MixpeSioreriqns yucrora®
ACtanzeprsinl vecr  Cap, Papm./Dapy,
COIA/Snon,Sepn) Hepyriuimh tecr

Cropinka 4z 5 COQ-304107-v12
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Certificate of Quality
Ceprudirar.axoeri

Product: PRADAXA® 150 mg hard capsules
IIpenapar: IPAHAKCA®, Kancymm Teepai mo 150 mr

Batch mumber/ Homep cepit: 105640 Number of analysis/Homep HHATI3Y: 3572520
Test Specification Test result Unit
Bunpobyeanns Creundixania § Pezynprar Onwauns
Tatal aerobic microblaj
count (TAMC) / ¢ <= 10° CFU not analyzed
Jaranena kinsxicrs
aepofinux mikpoepranizmie
(TAMC Y r <=M KYO He ananizopano
Total combined
Yeasts/Moulds count
(FYMC)/ g <= 10 CFU not analyzed

3aranunz KinbkicTs
ApiwgAOEAX § nfcenconx

rpubis (TYMC) /v <=10*KY0 He enanisosario
Escherichia coli /g Not detectable et analyzed
Escherichia coli /v BincyThicrs He anaizozago

* If the results for the first 3 production batches are within the tolerance limits, then testing is carried out ance per
year in accordance with the routine testing plan,

¥ Sxmo pesymstaTit s vepmpx waTH BUPOGHIMHX cepifl BHAROAATHOR B Mekax enenmdikaniy, nopansmi
BRUPOGYBAHEA RPOBOJATE OXHH pas Ha piky nimonigudc-{i 3 NOTOIHNM THAHOM.

Remarks/ Mpumirica;

Result/Pesymrar; released/ EPHAATHO: zlﬁﬁp- 2321

(release date)/ (nava sunyeicy) Boehringer
‘]I Ingelheim
Bochtinggriingelheim Pharma GinbH & Co, KG

Date of signature (CoQY Marva mignucanns (CA); 2 D. Okt. 2021
Qualified Person/ Vniosnosaxena ocofa: Karsten Andri

Cropimxa$3 5 COQ-304107-V12
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