JAEPXKABHA CJHIVYXKBA 3 JIIKAPChKHUX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTUKAMH
Y JHINTPONETPOBCBKIA OBJACTI

Jninpo, nn.CoGopHa,4, k. 601-605, 49005, Ten. (066)3454171
E-mail: dls.dp@dls.gov.ua, Kog €JIPTIOY 37070665

BHCHOBOK
Npo AKICTL BBe3eHOro B YKpaiHy JikapchbKoro 3acoly
11.11.2024 Ne 59156/24/0411
MIKAPAUCILVIIOC®

{waliMeHyBaHH4 Aikapcbikoro 3acofy 3riAHO 3 PeecTPALIRHHUM NOCRIAYEHHAM)
tabdaerku, 80 mr/12,5 mr no 7 Tabjaerok y 6aicTepi; mo 4 6aicTepn y kapToHHIH KopoOiu

{thopma BUNYCKY, A03YBAHHA, BHA NAKYBAHHE NiKAPCEKOTO 3ac00y)

Homep peectpauiitaoro nocsiauenna UA/0465/01/02 crpok aii peectpauiiinoro noceiguenns 01.01.2099

Cepis nikapcokoro zacoby Ne F77311 Kinbkicts BBE3eHOrO sikapenkoro 3acoby 60
BupoGHuk Bepinrep Inreasxaiiv Xenanac Cunrn MembGep C.A. , I'penig
{HalimeHyBaHHA BUPOOHNKE NiKAPCEKOro 3acofy, KpaTHa NOXOLKEHHH)
Baeseno B YkpalHy ToepapucTBo 3 06MexkeHoI0 BigmoBinanbuicTio "BaJAM", inent. xox:
31816238

{Bafimenysanns Ta ko) 3a CAPTIOY wopuanyroi ocobu abo npizsuite, im'a, no 6aTbkoBi
diznuHo! 0cobH - MiANpHEMUA, Ti Miclle NPOXHBAHHS Ta peecTpauifunil Homep obnikosot
KApPTKH TUIATHHKA oAaTKiB alo cepis Ta HoMep nacnopra)’ =~

Ilporokon sisyansHore koutpono sin 08.11.2024 N 07-01/3002/7,

34 pe3ynbTaTamMH ICPKABHOTO KOHTPOIKO BCTAHOBNEHO, WO Jikapeekki 3acil BeeseHo B YikpaiHy 3
AOTPHMAHHAM BHMOr 3aKOHOJARCTRA 11010 3abesneueH s SKOCTI TiKapeLKUX 3acobis.

B. o. HayanmpHEKa JepxkaBHoi ciryxGu 3
JiKapchbKUX 3acoDiB Ta KOHTPOIIO 3a
HAPKOTHKaMH ¥ JIHINpONETPOBChKiH
obnacti

{nocanopa ocoba Opraly 1P me OHTPOII0)

HixiTiuesa Owcana +38(066)345-41-71



5th km Paiania-Markopoulo, - v

Koropi Attiki, 19441, Greece Boehringer

5-#f km [Maiiania-Mapxonoyo, ||"| Ingelhelm

Koponi Arraxa, 19441, Fpenis Boehringer Ingelheim Hellas Single Member S.A.

Tel: +30 210 6684 000, Fax: +30 210 6623 905 Bepinrep Iurensxaiim Xeanac Cuurn Membep C.A.

Certificate of Quality
Cepradikar sixocTi

Maoufacturing Authorisation number/ Homep nineuil wa sapobannreo: 0000000043/21/1

Product: MicardisPlus® 80mg/12,5 mg/tablets
IIpenapar: MikapaucIlnioc® tabnerkn, 80mr/12,5 mr

Importing country/ Kpaina-imnoprep: Ukraine/Vkpaina
Country of Manufacture/ Kpaina-sapoGuux: Greece/I'penisn
Active ingredient/ Axrvrraf inrpenient: 80 mg telmisartan, 12.5 mg hydrochlorothiazide/
80 Mr Temvicaprany, 12.5 Mr rigpoxnopriassay
Marketing Authorisation Number; UA/0465/01/02 Valid till: perenntal
Peectpanifine nocpinuenna: UA/465/01/02 Hie no: GescTpokoso
Type of the package: 7 tablets in a blister; 4 blisters in a carton box labelled in Ukrainian language
Ynakorka: no 7 rabnerox y Gmicrepi; no 4 Grictepn y kapronHiik kopobui 3 MapKyBaHHSM YKPaiHCHKOIO MOBOKO

Batch number/ Homep cepid: F77311
Date of Manufacture/ lata supoGuunTsa: 28/01/2024
Date of Expiry/ Ipunarauii no: 0112027

Batch size/ Poamip cepii: 1800 packages /ymakoBxH

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 specifications given in the registration dossier or marketing license of the manufacturer
or importer country, in cases wheig the! 'ph‘o?ﬁ is imported, or in the Product Specification File for a study
medicinal product. The manu g ’p«'{cl[(‘ﬁg?ngf@? st records have been reviewed and confirmed as GMP-
compliant. \EHTIB \,@‘-

JTOKY M

Csinoutpo npo ceprrdikaning tlum 2 3aceiatyio, e dasenena suwe iHdopMauis € JOCTORIpHOX Ta
Tourow. Lo cepito mpoxyxuyy Hysmo aupoﬁnegd{,s; IPHURION [1BKYBAHHS/MAPKYBAHRA) Ta TPOBENIEHO

- gi yiligdRil sianorignocTi 3BMMoramMy GMP, BeTaHORNEHUMY
kUi Hinfhiosiano ao cneundikauiit, mo MicTATLCA y peecTpalifHOMY

MiCLICBHM PeryJATOPHHM OPI'AHOM, Brg)
Hocse abo Toprosill Miuewsii kpainu-supobuuxa abo kpainu-imnoprepa, fkimo npoaykuilo imnopronaso, aGo
Y Hocke crienudixauiil Ha npenapart ms AOCHKYB2HOTO Nikapchxoro 3acoby. TIpeTokonn BMPOGHHLTEA,

NaKyBaHHs Ta aHanizie Oyno nepernsHyTO TA BCTAHOBIEHO BiAMOBiaHicTE GMP.

Cropinka 139 COQ-115078-v08
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5th km Paiania«Markopoulo,
Koropi Attiki, 19441, Greece
5-# xm [lNafiania-Mapkonoyno,
Koponi Artika, 19441, I'penis

Tel: +30 210 6684 000, Fax: +30 210 6623 905

Boehringer
Ingelhelm

Boehringer Ingelheim Hellas Single Member S.A.

Bepinrep lnrensxaiim Xemnac Cunrn Mem6ep C.A.

Certificate of Quality
Ceprugikar axocri

Product: MicardisPlus® 80mg/12,5mg/tablets
Hpenapat: MikapancIlaoc® rabnerkn, 80mr/12,5 mr

Batch number/Homep cepii: F77311 Number of analysis/fHomep ananizy: 40000368362
Test Specification Test result Unit
BanpoGysanus Crenpdikauia Pesynetar Onunnng
Description Oblong, white-red, biconvex two-layer conforms
(Visual test) tablets, possibly with red specks in the

white layer; the white face is marked
with "H8" and the Boehringer Ingelheim
company symbol
Onnc TTponosrysaari, Gino-yeproni groonyxai, Bigmosinae
(risyanenn rect) IOBOILIAPOBi TAGHETKH, 3 MOWNIHBHNMH
YEPEOHHMH BKPEIUTEHHAMM y Ginomy
wapi. Binnii Gik Mae piamick "HE" ta
noroTdrn xoMnawit Bepikrep Inrensxaiim
Dimengions (Measurement)
Pomipw (BuMipioBaHis)
Thickness 5.9 - 6.5 mm (10 single values) average value: 64 mm
Topmuua 5.9 - 6.5 MM (10 oxpeMEX anagens) cepelHe 3Ha9eHHA: 6.4 MM
Resistance to crushing 75- 180N average value: 133 N
{Tablet breaking force)
(physical test)
CrilixieTs 50 poiaasnoranng 75-180H cepenne 3uavenus: 135 H
{CriiixicTe Tabnerox go
posnasosanng) (fisiyuni ananis)
Water content (Biamperometric Kard <35% 2.0 %
Fischer titration) 20%
BmicT BoaM (GiamnepoMerprrne TIpysarns < 3.5 % -
3a Kapaou Pinepom)
Identification
Inenrndicanis
Telmisartan The UV spec conforms
{Liquid chromatography) ingredient obts
must Correspo
standard sgf S
The retenf; ||;1e‘dfthé alcﬁw:} B conforms

Cropinka 239
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Sth km Paiania-Markopoulo,

Koropi Attiki, 19441, Greece

3-# ku INaitania-Mapxonoyno,
+ Koponi ATraxa, 19441, IMpewia

Tel: +30 210 6684 000, Fax: +30 210 6623 905

”,

Boehringer
lml Ingelheim

Bochringer Ingelheim Hellas Single Member S.A.
Bepinrep [urensxaiim Xemnac Cunrn Mewmbep C.A.

Certificate of Quality
Ceprudikar nxocri

Product: MicardisPlus® 80mg/12,5mg/tablets
Ilpenapat: MixapmicILiioc® TabaeTkn, 80mr/12,5 mr

Batch number/Homep cepii: F77311

Number of analysis/Homep ananisy: 40000368362

Test Specification Test result Unit
BunpoGysanus Crenmdixanis Pesynsrar Onuanug
Tenmicapran (PX) Y ®-cnexrp akmusnoro inrpedienTa, BinoBigac
OTpUMannit 2ig eunpobypanoro posaHny,
TOBKHEH BignioBiaaTH cnckipy,
OTPHMAHOMY IR CTRHNAPTHOTO PO3UMHY.
Yac yTpuMyEaHRS aKTHBHOTO inrpenicyra,
oTpaManuii Ang BupoGyBasoro POZYHHY, sianoringe
NOBHHCH BiZNIOBIZATH 9acy YTPHMYBaHMA,
CYPUMAHOMY ZAX CTAHAAPTHOTO POIRANY.
Hydrochiorothiazide The UV speotrum of the active ingredient conforms
(Liquid chromatography) obtained with the test solution must
cotrespond to that obtained with the
standard solution,
The retention time of the active ingredient conforms
obtained with the test solution must
correspond to that obtained with the
standard solution
Flapoxnopriaaua (px) Yd-crextp akTHBHOrO inrpesicnra, BiAnoeizae
oTpuMaHf Ama BHIpoSysanoro PO3uHHY,
NOBHHEH BiANOBIgaTH CREKTpY,
OTPHMAHOMY JIf CTAHNEPTHOTG POIYHHY. i,
Yac yTpuMypann® akTasHorg iHrperieses TP
OTpHMERRM WY BABpPOGYBRROTD /( Y, m’.*j} ianosinac
NOBUHEH BLANORIATH wacy yTpn fyseifin, g “&;{‘,\
OTPHMAaNOMY I3 CTAHAAPTHODY b -_.»-. \ MEHTIB \3%)!
¢ 152
"
" E aﬂM ]
Active ingredient degradation i
Telmisartan L3 R
Po3nan axrueHoro inrpenienta Sl pn i
Teamicapray oW
any unspecified degradation < g2 % —— <01 %
product (Liquid chromatography)
6yab-axuif ToxHo He <0.2% 0.1 %
BETANOBACHMEH NpoayxT
PO3Nagy (BEPX)
Cropinka3 39 COQ-115078-v08




5th km Paiania-Markopoulo, ~ Boehringer

Koropi Attiki, 19441, Greece !
Iml Ingelheim

5-# xu [Tadtania-Mapronoy o,
Bochringer Ingelheim Hellas Single Member S.A.,

« Koponi Arruxa, 19441, Tpeuin
Tel: +30 210 6684 000, Fax: +30 210 6623 905 Bepitirep lirenuxaiiv Xemnac Cunrn Membep C.A.

Certificate of Quality
Ceprudixar sikocri

Product: MicardisPlus® 80mg/12,5mg/tablets
HNpenapar: MikapaucIlnioc® Tabxerkw, 80mr/12,5 mr

Batch number/Homep cepii: F77311 Number of analysis/Homep ananizy: 40000368362
Test ' Specification Test result Unit
Bunpobysanna Cneundixania PesynptaT Onnanus
total degradation <02% 0.1 %
products {Liguid chromatography)
3AranLHa KinbLkicTs Beix <0.2% <0.1 %,
opoAYKTIE po3naxy (BEPX)

Active ingredient degradation
Hydrochlorothiazide

Posnan axTusnoro inrpeaienra
Tiapoxnopriazup

4-Amino-6-chlorobenzene- <059 0.2 9
1.3-disuHonamide (ACB-Disamide)
(Liquid chromatography)

4-aMino-6-xnopobensene- £05%
1,3-aucynudomwamin (ACB-mm3amin)

{BEPX)

any unspecified degradation <0.2% <@.] %
product (Liquid chromatography)

0.2 %

SyAn-aKkHil ToHO He £0.2% <01 %

BLTEHOBACHNR npoayxT
posmazny (BEPX)
total degradation =1.0% 0.2 %
products (Liguid chromatography)
TAILEA KiTEKiCTL Beix <10% 0.2
NPOAYKTIB posnagy (BEFX)
Assay
Kiapxiene snsnauenns
Telmisartan
{Liquid chromatography)
Tenmleaprau (8BEFX)
Hydrochblorothiazide
(Liquid chromatography)
Tinpoxnropriazng (BEPX)

79.5 mg/tablet

79.5 Mr/Tabnetxa
12.45 mg/tablet

12.46 Mr/TabneTa

Uniformity of dosage units
Oanecpinnlers nozosanux OAHHHUL

CropiHka 4 3 9 COQ-115078-v08



5th km Paiania-Markopoulo, — BOE hl'l nger

Koropi Attiki, 19441, Greece
5-# kM IMa#tania-Mapxonoymo, lml IH g el h e i m
RopoftArras, | 441, Fpea Boehringer Ingelheim Hellas Single Member S.A.

Tel: +30 210 6684 000, Fax: +30 210 6623 905 Bepinrep Inremxaiin Xeanac Cunrn MemGep C.A.

Certificate of Quality
Ceprudikar sikocri

Product: MicardisPlus® 80mg/12,5mg/tablets
Hpenapar: MikapancIlnoe® Tabaerku, 80mr/12,5 mr

Batch number/Homep cepii: F77311 Number of analysis/Homep auanisy: 40000368362
Test Specification Test resuit Unit
Bunpo6ysanna Crenundixania Pesynetar Onuxnns
Telmisartan Label claim: 80.0 mg/ dosage unit
by Content uniformity Requirement Acceptance value  mean/min/max values:
(Liquid chromatography) A (n=10) =15.0% 81.5/79.4/83.4 mg/tablet
B (n=30) £15.0%no Acceptance valge:
individual value 4.5 %
is Pess than
0.75M nor more
than 1,25M
M = reference value according to Ph.Eur,
/USP,
Hydrochlorothiazide Labe! claim: 12.5 mg/ dosage unit
by Content uniformity Requirement Acceptance value  mean/min/max values:
(Liquid chromatography) A (n=10) £15.0%
B (n=30) <15.0% no 12.8/12.6/12.9 mg/iablet
indi\’iduﬂl value Acceptancc value:
is less than 24 %
0.75M nor more ’
than 1.25M
M = reference value according to Ph.Eur.
/USP,
Teamicapran 3anerennh sumict: 80,0 M/ nosoraa
Ouxnopinmicrs smicTy (BEPX) ommmus CepeaHe/Min/MaKe
Bumora HPHHMMBHC IHAYCHHS:
_ e 81.5/79.4/83.4 mr/tabnerxa
Am=10p A STLS0 TN Tipuitmanswe sucno;
4.5 %

= e ey wifnoRiayd 1o
Ph.Euy, / dpar— R
~iha M.

Cropinka 52 9 COQ-115078-v08



5th km Paiania-Markopoulo, ~ BOB hl'i nger

Koropi Attiki, 19441, Greece :
Iml Ingelheim

5-# kv Taktania-Mapkonoyno,
Bochringer ingelheim Hellas Single Member $.A.

* Koponi Aruka, 19441, I'pewia
Tel: +30 210 6684 000, Fax: +30 210 6623 905 Bepiiirep lrensxaiim Xeanac Cunr Memep C.A.

Certificate of Quality
Ceprudixar sikocti

Product: MicardisPlus® 80mg/12,5mg/tablets
Hpenapar: MikapaucILioc® Tabxaerxn, 80mr/12,5 mr

Batch number/Homep cepii: F77311 Number of analysis/Homep ananizy: 40000368362
Test Specification Test result Unit
BunpoGysanus Coeundixanis Pesynsrar Onunrys
Tiapoxnopriazng 3aseneHui emicT: 12,5 mr/ nozosanz
OssropinuicTs. BMmicry (BEPY) O/MHHMHILA cepeane/min/Maxe
Bumaora lpuitmansie THAYCHHS:
YHeno
A (n=10) =15,0% 12.8/12.6/12.9 Mr/Tadnerxa
B (n=30) < 15.0 % xonne HNpudtmamie wwcno:
OKpeme 3HaYerH
HE MeHlle, Hix 24 %
0,75M abo
Gimne, Rix
1,25M
M= pedepenrre uncno minnosizno o
Ph. Eur, / USP
Dissolution
Pozunnenng
Telmisartan Time: 30 min
{Liquid chromatography, Requirement Q: 70% 100/101/102/100/100/10] o
Paddle method) Stage Num:er mean value; 101 %
teste

81 6

»+ isequal to or P S)
(4 BreaterthanQ '+
2and peubitis ()
£ L

*

Cropinka 61 9 C0OQ-115078-v08



Sth km Paiania-Markopoulo, - Boeh l'i ﬂgef

Koropi Attiki, 19441, Greece
5-% kM IMakiania-Mapkonoyno, lml Ill gelh e I m
i » 19441, I'peni : .
Kopori ATmuia, 19441, Cpein Boehringer Ingelheim Hellas Single Member S.A.

Tel: +30 210 6684 000, Fax: +30 210 6623 905 Bepirirep Inrensxalim Xennac Cunirn Mem6ep C.A.

Certificate of Quality
Ceprudikar axocri

Product: MicardisPlus® 80mg/12,5mg/tablets
Ipenapar: Mikapauclliioc® Tabnerku, 80mMr/12,5 mr

Batch number/Homep cepii: F77311 Number of analysis/Homep ananisy: 40000368362
Test Specification Test result Unit
BunpoGysanns Crenngikania Pesynetar OnmyHuna
Tenmicapran Yac: 30 x8
(BEPX, sonucani seron) Bumora Q: 70% 100/101/162/100/100/101 o
Pigens  Kinsxicrs  Kpwrepitt CEPCAHE IHAYEHHA:
BunpoSyBa  npuEHSTHOCT 101 %
HHX
A020BAHHX
ONUHANE
S1 & Koxne
INAYEHHA He
MEHLOE, Hik Q
+35%
82 6 Cepenue
IHAYEHHR Ins
12 oavmuup
(81 + §2
HopisHoe a6
Oinpiwe
TaKo {

Hydrochlorothiazide Time: 30 min :
(Liguid chromatography, Requirement Q: 75% ) ?9“00,98 %
Basket method) Stage Nember Accep AN ; + 3 99 o
tested critetia
81 6 Each unit is not
less than Q +
5%,
52 6 Average of 12
units (§1 + §2)
is equal to or
greater than Q
and no unijt is
fess than Q —
15 %.

Cropinka 739 COQ-115078-v08



Sth km Paiania-Markopoulo, - BOE hringer

Koropi Attiki, 19441, Greece .
l ”l Ingelheim

5-# ku Takiania-Mapkonoy.o,
Boehringer Ingelheim Hellas Single Member S.A.

Koponi Attuka, 19441, I'penin
Tel: +30 210 6684 000, Fax: +30 210 6623 905 Bepirirep lnreaexatiu Xennac Cusrn Mewbep C.A.

Certificate of Quality
Ceprudixar sixocri

Product: MicardisPlus® 80mg/12,5mg/tablets
Ipenapar: Mikapancllnoc® Tabxerku, 80Mr/12,5 mr

Batch number/Homep cepii: F77311 Number of analysis/Homep ananizy: 40000368362
Test Specification Test result Unit
BunpoSysania Creunixanis Pesynurar Oavauys
Tinpoxaopriasnn (BEPX, Yac: 30 xs
METOA RolMKE, 1D Bumora Q: 75% 99/101/98/99/ 100/98 %
ofepTacTrcs) Pinewr  Kimpxicrs Kpu'nepiﬁ CePENHE THAYCHHN:
sunpoByea  mpuitnstTHOCT] 09 o
HHX
HOR0BAHKX
OAHHKIE
51 6 Koxase
IHAYCHHR He
MeHe, ik Q
+5%
2 6 Cepensic
IHAUCHHA AN
12 ogmaune
(81 + 82)
Aopismoe abo
Ginrure

T

CHOM ,>
ic “'fl},-\
I[‘)I \’;,'_\_
S MEHT HS\’. \

L]
——t

fI3rmal

Microbiological quality*
MikpoSiosorizaa uncrora *
Total zerobic microbial < P CFU
count (TAMC) /g
No routine test
3araneee uncao
aepobuux
mikpooprauimis (TAMC) &
lr

R
-~

oY 8 ﬂﬂ’l;ﬁlﬁ'\@‘\,
4 7 P _""\\\“_ -
d,rfm Ml o

=

1A

100 KYO HE AHATI30RAHO

Hepyrunuuli recr
Total combined < 102 CFU not anaiyzed
Yeasts/Moulds count

(TYMC)g

No routine test

Cropinxa 83 9 COQ-115078-vo8



5th km Paiania-Markopoulo,
Koropi Attiki, 19441, Greece Boehnnger
i

5-# wm TMakania-Mapxonoyno, II]gElh eim
' i 19441, I'peni
Koponi AtTika, S hpel Boehringer Ingelheim Hellas Single Member S.A.

Tel: +30 210 6684 000, Fax: +30 210 6623 905 Bepinrep lurensxafi Xemnac Crurrn Men6ep C.A.

Certificate of Quality
Ceprudikar axocri

Product: MicardisPlus® 80mg/12,5mg/tablets
IIpenapat: Mikapaucllnoe® tabnerkn, 80mr/12,5 mr

Batch number/Homep cepii: F77311 Number of analysis/HoMep ananizy: 40000368362
Test Specification Test result Unit
Bunpo0yBaHta Coenndikauia Pesynrrar Oaunnusa
3arannne yueno < 1PFKYC He gHaNizoBaHo

ApimmEoBHX T2 IIiceneBsux
rpubis (TYMC)p 1 r

Hepytasuni TecT

Escherichia coli/g absent not analyzed

No routing test

Escherichia colie 1 ¢ BincyTHE He aHaNizoBaHO
HepyTuHuRHE TocT

* If the results for the first 5 batches are within the tolerance limits, test at least [ batch per year, depending on the
rate of production.

* Axiuo pesyNLTaTH QNS NEPLIMX N'ITH BUPOOHHIMX cepiil SHAXOAATHCE B MEXax cneridikanii, ananisyoTs
nioHafiMeHLIe |1 cepilo Ha pik, B 3a1€KHOCT BiZl YaCTOTH BUPOSHHUILITRE.

Remarks/TIpuMiTka:

Result/Pezynerar: released/ npuaaruo: 1B 1024
(release date)/(nata Byt b Py

Dhate of signature (CoQ)/ ara mianncalis ({
Qualified Person/ YnoBhosaxkexa ocoba: \ M

Boehringer
||||u Ingelhezm
Ingelheim Hellas Single Member S.A.

Cropinka 939 COQ-115078-v08



JEPKABHA CJ1YXXBA 3 JIIKAPCBKHUX 3ACOBIB TA KOHTPO.IIO 3A
HAPKOTUKAMHU
Y JHIMPONETPOBCLKIN OBJIACTI

Huinpo, nn.CobopHa,4, k. 601-605, 49005, +380 (66) 345-41-71
E-mail: dls.dp@dls.gov.ua, Kog €PIIOY 37070665

BUCHOBOK
PO SAKICTh BBE3eHOT0 B YKpaiHy JliKkapcbKoro 3acody
29.07.2025 Ne 36846/25/0411
MIKAPTUCILVIIOC®

(HaMMeHYBAHHS TIKapPCLKOre 3aco0y 3TiAHO 3 PeceTpaLliHUM 110CBI TYCHHSM )
Tabnerku, 80 mr/12,5 mr no 7 Tabaerok y 6aicrepi; no 4 6aicrepu y KaproHHiH kKopoOui

((opMa BHITYCKY, A03YBAHHS, BUI MAKyBaHHA MiKapchkoro 3acoby)

Homep peectpauiitnoro nocsimuenns UA/0465/01/02 crpoxk aii peectpauiiinoro nocsizuenns 01.01.2099

Cepia nikapcbkoro 3acody Ne G79626 KinbkicTb BBe3eHOTO Aikapcskoro 3acoby 840
BupoGuuk bepinrep Iurensxaiim Xennac Cunrn Membep C. A, I'pentis
(HajiMeHYBaHHA BUPOOHUKA JIIKApCBKOro 3acoly, KpaiHa [ONODKEHHS)
Beeseno B Ykpainy ToBapucTBoO 3 00MeReHO010 BianoBizaabHicTio "baJIM", izent. Kox:
31816235

(HaliMeHyBaHHA Ta KoZ 3a CJIPTIOY ropumiuHol ocobu abo npiipHILe, IM'A, 0 GaTEKOBI
$i3rHOI ocobH - MIIpHeML, il MicLie NpOKHBAHHA Ta peccTpaLliiHIgl HoMep o6/1IKoBOl
KapTKH IUTAaTHHKA MOJaTKiB abo cepisd Ta HOMep IacropTa)

Mporokoa sisyaunnoroe kourpomo Bia 28.07.2025 Ne 03-01/1719/12.

3a pesymsTaTaMH JEPKABHOTO KOHTPOMIO BCTAHOBIEHO, IHO JIKAPCHKHH 3aci® BBeseHo B Ykpaiwy 3
AOTPHMAHHSHAM BHMOr 33KOHOZABCTBA 10AC 3a0€3neUeHHA AKOCTI TiKapChKHX 3aC00iB.

Hauanbauk JepkaBHoi ciayx0u 3

JIKapChKHX 3aCO0IB T4 KOHTPOIIIO 32
P . TPOIo 3A Sina IPATAH
HapKOTHKaMM y JIHIMpONEeTPOBChKIii
obnacri
(nocagoBa oco0a OpraHy Aep:KaBHOLQ KOHTPOJIIO) (m ) {1HiliaTH Ta NpisBHUIIE)

1% m %

S 2

%’2 “q. » and s 9,
) ‘p ;um,\‘\\}'ﬂ" A
,g’?llinni w:(#‘ " E 1 L‘,M‘




km Paiania-Markopoulo, 1
Sth km Paiania-Markopoulo ™\ Boehringer

Koropi Attiki, 19441, Greece L
5-# xu [akania-Mapxonoyno, i In ge]h eim
Koponi ATruka, 19441, Ipeuis Boehringer Ingetheim Heltas Single Member S.A.

Tel; +30 210 6684 000, Fax: +30 210 6623 905 Bepinrep Inrensxaliu Xennac Cunrn Mem6ep C.A.,

Certificate of Quality
Ceprudikar axocri

Manufactaring Authorisation number on a date of refesse/ Homep rinensii ga BRpOGHHITBO, AKTYATBHOT HA HATY BHIYCKY:

0000000003/21/1
Product: MicardisPlus® 80mg/12,5 mg/tablets

Ilpenapat: MixapaucIlmoc® Tabaerxn, 80mMr/12,5 mr
Importing country/ Kpaima-imnoprep: Ukraine/Yxpatua
Country of Manufacture/ Kpaina-eupobnuk: Greece/Tperis
Active ingredient/ Axrueuml inrpegjent: 80 mg telmisartan, 12.5 mg hydrechlorothiazide/

80 mr renmicapTany, 12.5 Mr rizpoxnopriaznmy

Marketing Authorisation Number: UA/0465/01/02 Valid till: perennial
Peccrpauittie noceinuenna: UA/0465/01/02 Hie no: Gescrpokoso
Type of the package: 7 tablets in a blister; 4 blisters in a carton box labelled in Ukrainian language
Ynaxoska: no 7 Tanerok y 6mictepi; no 4 6nicrepn y xaprosnii KOpoOLli 3 MAPKYBAHKAM YXPATRCLKOK MOBOIO

Batch number/ Homep cepil: G79626
Date of Manufacture/ J{ata supoSumurea: 12/02/2025
Date of Expiry/ [pagarsuii ao: 022028

Batch size/ Poamip cepif: 8580 packages /ynakoBKu

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 specifications 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.

eHa BUlle iHdopMallis € RocTORipHOW Ta
{H\TAKYBaHHA/MapKYBaHHA) T4 MPOBCACHO
inHocti 3puMoramMy GMP, BCTAHOBNCHUMH

KOHTpoOnS if AKoCTi Ha BUIE3a3HAYE
ixaui, mo MicTaTECa y peecTpaniiitomy

MICLEBUM PETryNATOPHHM OPraHOM,
Aoche afo Toprosift nineHziT kpaiuu{ah ;
Y Rocke cnewudikanii Ha npenap -nocnimxysaﬂoga/:ﬁ;f pcekoro 3acoby. Ilporokony BMpoGHHITBA,
NaKyBawHA Ta aHanizie Gyno meper. ; Ta_BCTaHOBIeRS Blanorinnics GMP.
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5th km Paiania-Markopoulo,
Koropi Attiki, 19441, Greece
5-i xm [1aliania-Mapronoyno,
Kopomi ATtHka, 19441, peuis

Tel: +30 210 6684 000, Fax: +30 210 6623 905

Boehringer
ll

Ingelheim

Boehringer Ingetheim Hellas Single Member S.A.
Bepinrep Inrensxaiiv Xennac Cunrn MemGep CA.

Certificate of Quality
CeprudikaTt axocti

Product: MicardisPlus® 80mg/12,5mg/tablets

IIpenmapatr: MixapaucIlisoc® tabnerkn, 80mr/12,5 mr
Batch number/Homep cepii; G79626 Number of analysis/fHoMep ananizy: 40000429725
Test Specification Test result Unit
BunpobypaHua Crenudrixamis Pesynprar Onununs
Description Oblong, white-red, biconvex two-layer conforms
(Visual test) tablets, possibly with red specks in the
white layer; the white face is marked
with "H8" and the Boehringer Ingelheim
company symbol
Onnc Iponosrysari, Gino-yepsoui gaoomykoni, Binmorinag
(sivyansnnii Tect) AROIIAPOsE TAGNETKH, 3 MONCTEBHMH

Dimensions (Measurement)
Poamipu (smiploBanHa)
Thickness
Tosmuna
Resistance to crushing
{Tablet breaking force)
{physical test)
Crifixicrs o posgasmosanus
(Critixicrs Tanerox o
po3gasaosanen) (pisuuHMit ananis)
Water content (Biamperometric Karl
Fischer titration)

BumicT Bopu (Siamnepometpimne Tatpynanns <

3 Kapnow Dituepon)
1dentification
TnenTudixauis
Telmisartan
{Liquid chrometography)

Cropinka 239

HePBOHAMM BKpanfeHnsMy y Ginomy
wapi. Bimaii 6ix Mae sigTnex "HR" Ta
nororan xemnaxil Bepinrep Inrensxaim

5.9 - 6.5 mm (10 single values) average value: 64 mm
5.9 - 6.5 MM (10 oxpempx snatens) CEepEAHE ZHANCHHA: 6.4 MM
75-180N average value: 131 N
75-180H cepenne suawenns: 131 H
=35% 1.9 %

1.9 %

m\vnm
edV

' m&iﬂ% the & test solution
ste ped with the
» /%

conforms

conforms
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5th km Paiania-Markopoulo, N\ Boehringer

Koropi Attiki, 19441, Greece
S-i kM INalfania-Mapkonoyno, |"|| IH ge]helm
i 1944 i
Koo, 1oAl Lipeis Boehringer Ingelheim Hellas Single Member S.A.

Tel: +30 210 6684 000, Fax: +30 210 6623 905 Bepinrep Inrensxalim Xennac Cuxrn MemGep C.A.

Certificate of Quality
Ceprudixar axocri

Product: MicardisPlus® 80mg/12,5mg/tablets
Hpenapar: MixapancILiioc® Taénerkn, 80mMr/12,5 mr

Batch number/Homep cepil: G79626 Number of analysis/Homep ananizy: 40000429725
Test Specification Test result Unit
Bunpobysauus Crenudixania Pesynprar OnuHUIA
Tenamicapras (PX) Yd-crexTp akTHBHOrO iRrpeltienTa, Binnosimae

OTPHManui 2n8 BHNPoSyRaHOro PO3YHHY,

TIOPHHEH BiANOBIASTH CIEKTPY,

CTPHMAHOMY [IA CTAHAAPTHOTO POSUMHY.

UYac yTpHMYBaHHA aKTHEHOTO iNrpesieHTa,

OTpamanuil AN AMNpolysaHOTe posiuHy, Biznmosiac
TICBIHEH RIATIOBIATH YaCy YIPHMYBAHHA,

OTPEMaHOMY AN% CYAHABPTHOTO POTUHHY.

Hydrochlorothiazide The UV spectrum of the active ingredient conforms
{Liquid chromatography} obtained with the test s?lutmn must

correspond to that obtained with the

standard solution.

The retention time of the active ingredient conforms

obtained with the test solution must
correspond to that obtained with the

standard solution
Tiapoxnopriazug (PX) Yd-crexTp aKTHENHOTG inrpenienTs, BianoRinac

Bignoeinae

Active ingredient degradation
Telmisartan
Poanapg AKTHBHOIG inrpegierra
TeamicapTan

any unspecifiedd degradation < (.24 @01 %
product (Liquid  chromategrephy)

Synr-aruli TouHo ne <02% 0.1 %

BCTAHOBJICHHH NPoAyKT

pe3naay (BEPX)

Cropinka 339 C0OQ-115078-V09




5th kan Paiania-Markopoulo,
Koropi Attiki, 19441, Greece
5-#t kM Iaiiania-Mapkonoyno,
Koponi Artuxa, 19441, [penin

Tel: +30 210 6684 000, Fax: +30 210 6623 905

Il

Certificate of Quality
Ceprudikar axocTi

Product: MicardisPlus® 80mg/12,5mg/tablets

IIpenapar: Mixapaucllnioc® tabnerkn, 80mr/12,5 mr

Batch number/HoMep cepii: G79626

Number of analysis/HoMep ananisy: 40000429725

Boehringer

Ingetheim

Boehringer Ingelheim Hellas Single Member S.A.
Bepiurep Inrentxaitm Xeanac Cruurn MemGep C.A.

Test Specification Test result Unit
BunpoGyranns Cnenudikanis Pezynrrar Onenuus
total degradation <0.2% <1 %
Products (Liquid chromatography)
JATAALHA KiTLKICTE Beix <0.2% <0.1 %
npoaykTie poanagy (BEPX)
Active ingredient degradation
Hydrochlorothiazide
Posnan akTHBHOrO inrpeaienTa
Tiapoxaopriaaua
4-Amino-6-chlorobenzene- <0.5% 02 %
1,3-disutfonamide (ACB-Disamide) )
(Liquid chromatography)
4-amino-6-xnopoberene- <0.5% 02 %
1,3-ancynsdonamin (ACB-ausamin)
(BEPX)
any unspecified degradation <02% <0.1 %
product (Liquid chromatography)
OYAL-SKHE TOUHD HE <0.2% 0.1 %
BCTAHOBACHMA NpoAyKT
poanany (BEFX)
total degradation <1.0% 02 %
products (Liguid chromatography)
JAFANLHA KUILKICTE Beix 0.2 %
HOpoAYKTiE po3nagy (BEPX
Assay nad A
Kimukicie Busuauenns NOKYMEHTIB \ \
Telmisartan 'gﬂ - :‘t? Mmlldrf \ 81.0 mg/tablet
{Liquid chromatography) ;
Temmicapran (REPX) (y gl.0 mriTatneTxa
Hydrochlorothiazide 12.61 mg/tablet
{Liquid chromatography)
Fapoxnopriasug (BEPX) erka 12.61 MrirafneTka

Uniformity of dosage units
Oanopiquicrs A030BAHMX OXHHHEL

Cropinka 439
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5th km Paiania-Markopoulo,
aiania-Markopoulo BOEhl‘lIlger

Koropi Attiki, 19441, Greece
5-# xm ITaltania-Mapkonoyo, ||" I n gelhel m
Keperti Aoaga; 19441, [pecds Boehringer Ingelheim Hellas Single Member S.A.

Tel: +30 210 6684 000, Fax: +30 210 6623 905 Bepitirep luremsxalim Xennac Cusrat Mewep C.A.

Certificate of Quality
Ceprudixar sixocri

Product: MicardisPlus® 80mg/12,5mg/tablets
Hpenapar: MikapancILioc® Tabaerxu, 80mr/12,5 mr

Batch number/Homep cepii: G79626 Number of analysis/Homep aHanizy; 40000429725
Test Specification Test result Unit
Bunpobysanns Crienngixanis Pesynetar OumHnis
Telmisartan Label claim: 80.0 mg/ dosage unit
by Content uniformity Requirement Acceptance value  mean/min/max valyes:
(Liquid chromatography) A (n=10) 15.0% 81.0/79.7/82.2 mg/tablet
B (n=30) <15.0% no Acceptance value:
individual value 26 %
is less than
0.75M nor more
than 1.25M
M = reference value according to Ph.Eur.
/USP.
Hydrochlorothiazide Label claim: 12,5 mg/ dosage unit
by Content uniformity Requirement Acceptance value  mean/min/max values:
s = <
(Liguid chromatography) Q ((,'::;3; = : §;3,? o 12.5/12.0/12.8 mg/ablet
indiViduaI value Aogeptance value:
is less than 51 %
0.75M nor more
than 1.25M
M = reference value according to Ph.Eur.
/USP,
Teamicapran Jananennd emicT: 80,0 mr/ nozomana
OQawopiaunicrs BMICTY (BEPX) OZMHALA 5 cepenye/min/maxe

IHAYEEHA:

31.0/79.7/82.2 MI/raineTka
TIpufimansne gucro;

2.6 %
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5th km Paiania-Markopoulo, .
Koropi Attiki, 19441, Greece ~\ Boehr ln.ger
L hale: Mapmouy, n"h Ingelheim

opomt ATThka, nEpen Bochringer Ingelheim Hellas Single Member S.A.

Tel: +30 210 6684 000, Fax: +30 210 6623 905 Bepinrep Iurexsxaltu Xennac Cuurn MemGep C.A.

Certificate of Quality
Ceptudixar axocri

Product: MicardisPlus® 80mg/12,5mg/tablets
Ilpenapat: MixapaucILioc® Tabnerxn, 80mr/12,5 mr

Batch number/Homep cepit; G79626 Number of analysis/Homep ananisy: 40000429725
Test Specification Test result Unit
BurnpoGynanus Cnenmdixkanis Pesynsrar Ozaunung
Tinpoxnopriasug 3aarneuwif emicr: 12,5 M1/ nososansa
Oawnopianicre BMicry (BEPX) ORUHHLA CepeaHe/Min/MaKe
BaMora IpuitManeue IHAMEHHA:
yReno
A (n=10) <15,0% 12.5/12.0/12.8 Mr/ra@nerxa
B (n=30) 515.0 % womne Ipuitmense uneno:;
OKPEMC IHAYCHHA
He MeHLTe, Hix 5.1 %
0,75M ato
Ginbure, Hix
L25M
M= pedepenThe micno sianosimio no
Ph. Eur. / USP
Dissolution
PosunRenns
Telmisartan Time; 30 min
(Liquid chromatography, Requirement Q: 70% 101/99/98/101/161/98 o,
Paddle method) Stage  Number  Acceptance mean value: 100 %
tested criteria
81 6 Each unit is not
less than Q +
5%,
82 6 Average of 12
units (S1 + :
is equal B

y
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5th km Paiania-Markopoulo,
Koropi Attiki, 19441, Greece
5-# kM INaitania-Mapxonoyno,
Kopomni Atruka, 19441, I'peuis

m\ Boehringer
lml Ingelheim

Bochringer Ingelheim Hellas Single Member S.A.

Tel: +30 210 6684 000, Fax: +30 210 6623 905 Bepinrep Iureasxatti Xemnac Cunrn MemGep C.A,

Certificate of Quality
Ceprudikar sixocti

Product: MicardisPlus® 80mg/12,5mg/tablets
IIpenapar: MikapanclLioc® Tabnerku, 80mr/12,5 mr

Batch number/Homep cepii: G79626

Number of analysis/Homep aHamisy: 40000429725

Test Specification Test result Unit
BunpoBysanus Crneunikauis Pesynsrar Omanuns
Teamicapran Yac: 30 xz
(BEFX, nonaciki sezon) Bumora Q: 70% 101/99/98/101/101/98
Pisere  Kinsxicts Kpwurepiit CePenHE SHAYEHHA:
eHnpofysa  mpwHHATHOCTI 100 %
HIX
HO3OBIHHX
ORMHUIL
S1 6 Koxne
3HAYEHHS He
MeHuIe, #ix Q
+5%
52 6 Cepenne
3HAYEHHA A
12 opummns
(S1 + 82
nopisxioe afo
Sinpme Q,
TaKoXK Koaue
3 3Hawews we
MeHINe, Hix (CHOM
- 15 9%, (Y ““-\:%\
» s NN
Hydrechlorothiazide Time: 30 min TOKY \lﬁ(l:'bém\ 1/97 %
(Liquid chrometography, Requirement Q: 75% - 4
Basket mothod) Stage  Number  Acce, i ! wi ]E 9 %
tested criteria )
81 6 Each unit @ r bhx
less than Q ;
5%, 1 \\‘\\ -
82 6 Average of 12 S

CropiHka 73 9

units (S1 + §2)
is equal o or
greater than Q
and no unit is
less than Q —
15 %.

COQ-115078-v08



5th km Pajania-Markopoulo, e BOEhringer

Koropi Attiki, 19441, Greece g
! "I Ingelheim

5-# km laliania-Mapxonoyno,
Boehringer Ingelheim Hellas Single Member S.A.

Koponi Atrika, 19441, I'penin
Tel: +30 210 6684 000, Fax: +30 210 6623 905 Bepisrep luremxaiim Xennac Cirirs Membep C.A.

Certificate of Quality
CeptHixar sxocri

Product: MicardisPlus® 80mg/12,5mg/tablets
Hpenapat: Mikapauellmoc® Tabaerkn, 80mr/12,5 mr

Batch number/Homep cepii; G79626 Number of analysis/Homep aHamizy: 40000429725
Test Specification Test result Unit
BunpoSysanns Crenudikanis Pesynsrar Oxnununs
Tinpoxnopriaznna (Bepx, Yac: 30 xs
MCTOU KOLINKE, Lo Bumora Q: 75% 100/99/99/100/101/97 %
ofepracTics) Pipere  Kinnxicrs Kparepiii Cepelie SHauSHIY:
BHNpoSyBa  npufiEsTHOCT 09 o
HHX
JO30BAHNX
ONHBHIE
S! 6 Koxne
IHAYCHHY He
MCHLIE, Hixk
+5%
52 6 Cepenie
AHAYCHHA AnhA
12 ommmms
(S1 + 82
AcpiEMie alo
Oinbiue Q,

TaKOX ONHE
3 2Hayews me
MeHLE, Hix Q

Microbiological quality*
MixpobSionoriaua ymcrors *

Total aerobic microbial = I*CFU

count (TAMC) /g

No routine test

3araneme uncao

aepobumx

Mixpoopranimis (TAMC) s

ir

Hepyrusnusi reer

Total combined

Yeasts/Moulds count
(TYMC)/g

Na routine test

A

10*KYO

1A

10* CFU <10 CFU/g

Cropinka 83 9 COQ-115078-v09




Sth km Paiania-Markopoulo, _ Boehringer

Koropi Attiki, 19441, Greece
S5-Hxm Tatiania-Mapkonoyrno, Il "l In gelhei m

i 441, I'peni 3 .
Koponi Arruxa, 19 RSN Boehringer Ingelheim Heilas Single Member S.A.

Tel: +30 210 6684 000, Fax: +30 210 6623 005 Bepiurep lurensxalin Xennac Cuitrn Memtep C.A.

Certificate of Quality
Ceprudikar axocri

Product: MicardisPlus® 80mg/12,5mg/tablets
Ipenapar: Mixapaucilnoc® TaGaerkn, 80mr/12,5 mr

Batch number/Homep cepii: G79626 Number of analysis/Homep 8HaNizy: 40000429725
Test Specification Test result Unit
Bunpo6ysanng Creundixanis Pesynurar Onununs
3aransae wucap < 10°KYQ <l  K¥YO/r

APERIEOBHI Ta naiceneanx
rpubin (TYMC)s 1 ¢

Hepyranmuht Tecr
Escherichia coli/g absent absent

No routine tost

Escherichia colin 1 r BigcyTHe BincyTHe
Hepyruumafi Teer

* If the results for the first 5 batches are within the tolerance limits, test at Ieast I batch per year, depending on the
rate of production.

¥ Sxno pesynsrary g NEPILKX I'AT# BUPOGHIYHX cepiil SHAXONATBECE B MExKax creundrixayil, avarizsyrors
HoHaliMente 1 cepiro Ha pik, B sanexHocTi Bixg HacTOTH BHpOGHHLTEA,

Remarks/TIpumitka; Q\ B

Result/Pesynurar: released/ npugarno: =) S ‘O 4209 S
(release date)/(nata BUIYCKY)

f ) Boehringer
\ :"h Ingelheim
Tiger Ingelheim Hellas Single Member S.A.

Date of signature {CoQ)/ Nara niznuc
Qualified Person/ YnosHORaKeHS OC

Cropinxa 939 COQ-115078-v09
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