SOPAtt000036/2
[nororun:] «AJAME]/l» (ADAMED)

Ceprudikar cepii roroBoro Jiikapcekoro 3acody Ne 817/2024

Hassa: Acmiposa Kpaiua npusnavenus: Yipaina
Homep cepii: 13105516 Po3smip cepii: 6 874
Kiaekicrs ailouof pewosunn (103a): 10 mr/100 mr Jlikapcbka dopma: Kancynm Teepai

Tun ynakoBku: 61icTepH 3 noxiamiay / amomiHiesoi donsru /

Poamip ynakoeku: 30 P i ; .
NOMIBIHIIXIOPHY / AMIOMIHIIO B KAPTOHHIN Kopo6ili

Jarta sapobnuursa: 10 2023 Tepmin npuaaTuocri: 09 2026

Homep peecrpaniiinoro nocsinuenns: UA/18799/01/02

Inpexc: GUAAPA000015

Ha3isu Ta aapecn komnanid-supodHuKiB:

. HHK He(hacoBaHOTO JiKapChKOro 3acoby: B. HHK rQ JiKapChKoro 3acody:
«Anamea ®apma C.A.» (Adamed Pharma S.A.) Anamen ®apma C.A.» (Adamed Pharma S.A.)
UlTa6-kpaptupa: [Tenskys, y1. M. Anamkesiua 6A, 05-152 LlIta6-ksaprupa: [Nenskys, yn. M. Anamkesiva 6A, 05-152 Yocuys
Yocuys (Pienkow, ul. M. Adamkiewicza 6A, 05-152 Czosnéw) | (Pienkow, ul. M. Adamkiewicza 6A, 05-152 Czosnow)
BupoGruya ainbruus: yi1. Mapmana O3eda ITincyacwkoro 5, | BupoGuuya ainsuuus: yi. Mapmana IOseda ITincyacskoro 5, 95-

95-200 ITa6’swine (ul. Marszalka J6zefa Pilsudskiego 5, 95- | 200 a6’ smiue (ul. Marszalka Jozefa Pilsudskiego 5, 95-200
200 Pabianice)

Pabianice)

C. BupoGHuK, BIANOBIaNLHMIT 33 TECTYBAHHSA CEpii: MPOGHMK, BIJNOBIJATEHMI 38 KAk Cepii IIKapchKoro
«Apamen ®apma C. A» 3acoly:
Llta6-ksaprupa: [Tennkys, yi. M. Anamkesiua 6A, 05-152 «Anamen ®apma C.A»
Yocuys LliTa6-kBaprupa: [lenskys, ya. M. Anamkesiua 6A, 05-152 HYocuys
Bupo6unya ginenma: yn. Mapmana K03eda IMincyacekoro 5, | BupoGuua ginbauus: yin. Mapmana 103eda ITincyacskoro 5, 95-
95-200 [1a6’ aHine 200 I'la6’ aniue
Ilepenik peccTpaniiinux nocsinyenn:

A.204/0039/15 B. 204/0039/15

C. 204/0039/15 D. 204/0039/15

Ceprudikar ianosianocti ymoB BHpoOHHITBA Jikapcskoro 3acofy BumMoram najexuol Bupobuuvol npakrukn (GMP):

A. IWSF.405.18.2021.IP.1 WTC/0039_01_01/74 B. IWSF.405.18.2021.1P.1 WTC/0039_01_01/74

C. IWSF.405.18.2021.IP.1 WTC/0039_01_01/74 ~ D. IWSF.405.18.2021.IP.1 WTC/0039_01_01/74

KomenTapi: PULAPE006492-01, PKJAPE006488-01;

KiabKicTs KoHTpoabLHHX 3pa3kis: 30

O A niomeepoxcyio me, wo 6ci ckiaoni kopobxu Oyau npomapkosani 8ionogioHo 00 8umoz, o npeo AGNAIOMbCA 00 NPUCBOCHHA
cepilinux HoMepIg.

O A niomeepoxcyro me, wo 8ci CKAAOHI | KapmonHi Kopobku Gyau npoMAapKosawi 8i0nosioHo 0o 6uMoz, Wo npeo A8aAflomsci 00
KOMNAEKMYEAHHNA,

B Cepit ne nompeéye cepianizayit.

Cepmudixayia: Ljum 2 niomeepdsxcyio pakm nepesipku yMos MpancnOPMYBAawHA, d MAKONC NOGHY 8ION0GIOHICMb ycix emanis
supobHuymea 2o0mo6o2o nikapcekozo 3acoby eumozam GMP ma eumocam, écmarosnenum y 0oseoni(-ax) ma doxymenwmayii, wo
000aembea 00 peecmpayiiinozo(-ux) nOCeidueHHA(-Hb) 20M0B020 AIKAPCLKO20 3acoby V Kpalni/Kpalnax npusHaienta.

[mwTammn:] VYnosHoBaxeHna ocoba
[minnuc]
Kamina Tpaghanvcka (Kamila Trafalska)

TTiamuc, iM’g Ta MpisBHIe Y OBHOBAXKEHOT 0cobu:

2024-02-15

Jara:
«Anamen ®apma C.A» Peectpauis: HauioHansHHii Cy10BHIl PEECTP, L0 BEAETHCH PAHOHHHM CYIOM MicTa-
TTenskys, yn. M. Anamkesiva 6A, 05-152 Yocuys cronunui Bapwasu, X1V Komepuiiinnii niaposain HauioHansHoro ¢y108oro
tenedon: +48 22 732 77 00, daxc: +48 22 732 77 00 peectpy, Ne KRS 0000116926, NIP 731-17-51-025; craryTHuii kanitan:
enekTponHa nowra: adamed@adamed.com.pl 718 430 000 NONABCHKHX 37I0THX, MOBHICTIO ONIA4EHHH,
www.adamed.com.pl P
[norotun:] « AJLTAMEI» g '

e, aasaiy Wavs 0ig 35,08 aong



SOPAtt000655/2

[nororun:] «<AJIAMEl»

CEPTH®OIKAT AHAJII3Y Ne 706/24

| Hassa nikapcekoro 3aco6y: Acmiposa 10 mr / 100 mr, kancyan Teepai — 30 kamcy.a

Homep cepii rorosoro fikapcskoro 3aco0y: 13105516 KpaiHa npu3HadeHHS:
Homep cepii HedacoBaHOro NIKapCLKOro Homep ananiTuuHOro 38ity mojo Hedacosanoro | Ykpaina
3aco0y: 13074499 NiKapceKOro 3acody: --—-
Jlata Bupo6umursa: 11 2023 Tepmin npuaatHocTti: 09 2026
I. PesyabraTh Qiznko-XiMivaux 1a MikpoGiosiorivHux BanpodyBanb
Ne BunpobysaHHs: JlomycTHMi 3HAYEHHS: PesyabTaTi:
L 2. 3. 4.
1. 3oBHIMIHINK BT IS Kancynu TBep/i xenaTHHoBi, po3mip Ne 0, BI/IMOBLIHICT
KPHLIEYKA: HENpPO30pa, 3¢CHOT0 KOJIbOPY 3 HAMHCOM YOPHUMH BCTAHOBJICHO
nitepamu: «RSV 20»,
KOPIYC: HEMPO30pHii, GLI0ro KOALOPY 3 HAITMCOM YOPHUMH
nmitepamu: «ASA 100».
BuicT karncy1: oJHa ABOONYK/a oBankHa Tabnerka 6inoro abo
Maibke 6iJIoro Kobopy Ta ABI ABOOIYKIT Kpyrii TabieTku
KOPHYHEBOI'0 KOJILOPY B 000JI0HLII.
2. LnenTndikauis Yac yrpumaHHs Ta Y D-CHEKTp OCHOBHHX IMIKIB Ha XpOMATOrpaMax BUIMOBIHICTD
€TAJIOHHOTO PO3YMHY MaloTh BIATMOBIIATH Yacy YTpUMaHHA Ta Y O- BCTAHOBJIEHO
CIIEKTPY OCHOBHHX MIKiB HA XPOMATOrpamMax po34uHiB
BUNPOOYBAHHX 3PA3KIB.
3. OaHOPIAHICTH A030BAHHX OAWHHLIb 3rizHo 3 BuMoramu (€sponeiiceka ®apmakones 2.9.40) AV (L1)=172
Posysactarun < 15,0 (L1) AV (L) =17
Aueruncanimiaosa kuciora < 15,0 (L1) BIIMOBLIHICTh
Jlonatkose BUNpoOYBAHHSA € NPHIHATHAM BCTAHOBJICHO
4. KinbkicHe BU3HAYCHHA PosysactaTun
Big 9,50 - 10,50 mMr/kancyna 10,28 mr
(in 95,0 no 105,0%) (102,8 %)
AneTHNcaniHIOBa KHCIO0Ta
Bix 95,00 - 105,00 Mr/kancyna 99,32 mMr
(Bim 95,0 10 105,0%) (99.3 %)
5. XpomarorpadivHa yHcTOTA
JIOMIIIKH PO3yBACTATHHY:
- HNomimka D <0,2% <0,1%
- Jomimka C <0,8% < 0,1%
- Jlomimka B <0,5% <0,1%
- Inmi okpeMi HeYTOUHEHI TOMIIIKH <0,2% <0,1%
- 3aransHuil BMICT IOMIIIOK (32 BUHATKOM
CAMUMIOBOI KHCIIOTH) < 1,0% 0,0 %
JIOMIIIKH aLeTHICATILIMIOBOT KHCIIOTH:
- 3arasbHMi BMICT CaNILHIOBOT KHCJIOTH <0,5% <0,1%
- IHmi okpeMi HeYTOYHEH] JTOMIIKH <0,2% <0,1%
- 3aranbHHi BMICT JOMIIIOK (32 BHHATKOM
CaNIILIMIIOBOI KMCIIOTH) <0,5% 0,0 %
0. Pozunnenns: IMpunan Tuny 1, mwo eignoeigae €sponeiicpkiii Gapmakonei
- PoszyBacratun KokHa Kancyna po34uHA€TbeA Ha > 85% vepe3 15 XBHIHH pesyiabrar: 106%
(S1=Q+5%; Q=80%) (103 -111)%
JlonaTkosi BUNIPoOYBaHHS € NPHIHATHHMH
- AueTHICATILMI0BA KMCI0Ta IMpunan Tuny 1, mo siznorinae €sponedicskiiit Gapmakonel
KoskHa kancy/ia po34uHAcThCA Ha > 85% vepes 15 xpuamH pesyabTar: 94 %
(81 =Q+5%; Q= 80%) (88 -97)%
Jlonarkosi BUNPoGYBaHHA € MPHAHATHHMH
7.1 | MikpoGiosnoriyna yHcToTa 3aranbHa KinbkicTs aepoGHHX Mikpooprauismis: < 10° KYO/r <100
3aransHa KiTbKiCTh ApbKDKoBHX/TUTiceHeBHX rpubis: < 102 KYO/r <100
BiacyrHicts Escherichia colis 1 1 BIJICYTHI

Y Bunpobysanns y I1aHOBOMY PEXHMi POBOIHTBECA HA MEPUIHX TPHOX BHPOGHHUMX CEPIAX, A MOTIM — Ha KoxkHIH 10-H cepil oanH pas Ha pIk,

JAIEHKHO B TOIO, LIO YaCTilue.

| BumpoGysanus Gyno nposenere pimnogiaxo go: Creundikauii sxocti SpecDP000276/2

Jlara 3akingenns: 13.02.2024

Lleit Ceprudikar anamsy miarorysas(-n1a): E.Canincka (E. Sapinska)

Iepesipus(-na): [miamuc]

JHara: [wramn:] 2024.02.13

3assa: S niarsepaxyio Toil GakT, WO aHANI3 TOTOBOrO JiKapchbKoro 3acody Gy/10 nposeaeno BiANOBIAHO 10 YHHHOT
3aTBepAKeHOT aHATITHYHOT JoKyMenTanil, 3apeecTposanol y Peccrpaniiinomy nocke.
Bianosiauo a0 npoueayp Ta Bumor GMP.

BunpobyBaHHA NPOBOAKINCH

BucHoBoOK: JlikapcsKkuii 3aci6 Binosijae BuMoram, BeranonenuM y Crietmdikaiti skocti SpecDP000276/2

Jara:

[wramn:] 2024.02.13

[Timmac:

[urramn:] Bij iMeHi KepiBHUKa rpynu [nigmuc]
HOcmuna uxow (Justyna Cichosz )




SOPALtt000036/2

ADAMED

Batch Certificate for Finished Medicinal Product No. 817/2024

Name: Aspiroza

Destination country: Ukraine

Batch number: 13105516

Batch size: 6 §74

Strength (Dose): 10 mg/100 mg

Pharmaceutical for: hard capsules

Package size: 30

Package type: blisters PA/AIWPVC/Alu in carton box

Manufacture date: 10 2023

Expiry date: 09 2026

Marketing Authorization number: UA/18799/01/02

Index: GUAAPAD00015

Name and address of manufacturers:

Adamed Pharma S.A. Adamed Pharma S.A.

Headquarters: Pienkéw , ul. M. Adamkiewicza 6A, : Pienkéw , ul. M. Adamkiewicza 6A,

05-152 Czosnow 05-152 Czosndow

Manufacturing site: ul. Marszalka J6zefa Pilsudskiego 5, Manufacturing site: ul. Marszalka Jozefa Pilsudskiego 5,
95-200 Pabianice 95-200 Pabianice

C.Ma rer responsibl h testing: D. Manufacturer responsible for certification of product batch:
Adamed Pharma S.A. . Adamed Pharma S.A.

Headquarters: Pienkéw , ul. M. Adamkiewicza GA,
05-152 Czosnéw

Headguarters: Pienkow , ul. M. Adamkiewicza 6A,
05-152 Czosnéw

Manufacturing site; ul. Marszalka Jozefa Pitsudskiego S, Manufacturing site; ul. Marszalka Jozefa Pilsudskiego 5,
95-200 Pabianice 95-200 Pabianice
Number of Manufacturing Authorization:
A. 204/0039/15 B. 204/0039%/15
C. 204/0039/15 D. 204/0039/15
Certificate of GMP:
A.  ISF.405.7.2024.1P.1 WTC/0039_01_01/11 B. 1SF.405.7.2024.1P.1 WTC/0039_01_DI1/11
C. ISF.405.7.2024.1P.1 WTC/0039_01_01/11 D. I1SF.405.7.2024.1P.1 WTC/0039_01_01/11

Comments: PULAPE006492-01 ; PKJAPE006488-01

Size of retention sample: 34

o/ confirm that all folding box have been labeled in accordance with the serialization requirements
1 confirm thai all folding box vs carton box have been labeled in accordance with the aggregation requirentents

baich is not subject to serialization

CeMification: | hereby certify that , transport conditions have been verified, all the manufacturing stages of finished medicinal product have been

carried out in full compliance with the GMP requirements and with the requirements of permit(s) and decumeniation con
Authorization(s) of finished medicinal product of the destination couniry/countries.

i 00 02- 15

Date:

ning Markeling

Adamed Pharma S.A.

Pienkow, ul. M. Adamkiewicza 6A, 05:152 Czosndow
lel.: +48 22 732 77 00. fox: +48 22 732 77 00

e-mail: adamed@adamed.com.pl
www.gdamed.com.pl

ADAMED

Rejestracja: Krajowy Rejesir Sqdowy, prowadzony
przez Sqd Rejonowy dia m.st. Warszawy, XIV Wydzial
Gospodarczy Krgjowego Rejestru Sqgdowego,

pod nr. KRS 0000116926, NIP 731-17-51-025; Kapital zakladowy:

718 430 000 PLN, wplacony w catosci.




S SOPA®000655/2

ADAMED

CERTIFICATE OF ANALYSIS No. 1\0{) 124

| Product name: AspiRosa 10 mg / 100 mg, hard capsules - 30 capsules

TR
Batch No. of finished product: 13105516 Destination country: Ukraine
Batch No. of product in bulk: No. of the Analytical Report for product in bulk:
13074499 -
Manufacturing date: 10 2023 Expiry date: 09 2026
I. Results for physico — chemical and microbiological tests
No. Tests: Limits: Results:
1, & 3 4.
i, Description Hard gelatin capsule, size no.l, cap: opaque light green conforms
colour with black overprint “RSV 10", body: opaque
white colour with black overprint “ASA 100™.
Content of capsule: one white or almost white, biconvex,
oval tablet and one coated, brown, biconvex, round
tablet.
2, Identification Conformity of retention time and UV spectrum of main conforms
peaks of standard solution and tested sample solutions.
3 Uniformity of dosage units According to requirements (Ph. Eur. 2.9.40)
Rosuvastatin < 15.0 (L1) AV(L1)=7.2
Acetylsalicylic acid < 15.0 (L1) AV(L1)=1.7
The additional test is acceptable conforms
4. Assay Rosuvastatin:
9.50 — 10.50 mg/capsule 10.28 mg
(95.0 % — 105.0 %) (102.8%)
Acetylsalicylic acid:
95.00 - 105.00 mg/capsule 99.32 mg
(95.0 % - 105.0 %) (99.3%)
& Chromatoghraphic purity
Rosuvastatin impurities:
- Impurity D £02% <0.1%
= Impurity C <0.8% <0.1%
- Impurity B <0.5% <0.1%
- Other single unspecified impurity <0.2% <0.1%
- Total impurities (excluding Salicylic acid) <1.0% 0.0%
Acetylsalicylic acid impurities:
- Total Salicylic acid <0.5% <0.1%
- Other single unspecified impurity <0.2% <0.1%
- Total impurities (excluding Salicylic acid) <0.5% 0.0%
6. Dissolution: Ph. Eur. Apparatus type |
- Rosuvastatin Each capsule > 85 % after 15 minutes mean: 106%
(S1 =Q+5%; Q = 80 %) (103-111)%
The additional test is acceptable
- Acetylsalicylic acid Ph. Eur. Apparatus type |
Each capsule > 85 % after 15 minutes mean: 94%
(S1 =Q+5%; Q = 80 %) (88 -97)%
The additional test is acceptable
7. | Microbiological purity
TAMC < 10°CFU/g <100
TYMC < 10°CFU/g <100
Absence of Escherichia coliin | g absent
) Test routinely performed on the first three production batches and then on every 10® batch or once a year whichever 1s most frequent.
| The test was performed according to: Quality Specification SpecDP000276/2  Date of the end: 13.02.2024 .
The Certificate of Analysis was prepared by: D.Melnykowicz Checked by: Dae. 2024 -02- 13

| Declaration: | certify that analysis of finished product was performed in accordance wll& the current, approved analytical
) documentation registered in the Registration Dossier. The tests were carried out in accordance with the procedures

and GMP requirements.

N\

| Opinion: product meets the requirements of Quality Specification SpecDP000276/2 |

pae: 2026 -02- 13

. Litler{Zespoliu
Signature:

]

Justirta Cichosz
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AEPXKABHA CJIYKBA 3 JIIKAPCBKHX 3ACOBIB
TA KOHTPOJIIO 3A HAPKOTHKAMM y m. KHEBI

npoe. Hanii Ceitinynoi, 3, 02099, ten. (044) 295-26-85
E-mail: dls.kyiv@dls.gov.ua, Koa €EJIPTIOY 37079055

BHCHOBOK
Npo sIKiCTHL BBe3eHOro B YKpaiHy JikapcbKoro 3acoby

07.05.2024 Ne 23942724726

ACITIPO3A®

(naliMenysanns nikapcskoro 3acoly 3riiHo 3 peccTpauiHHHM NoCBiAYEHHAM)
Kancyau Teepai no 10 mr/100 mr; no 10 kancya y 6aicrepi; no 3 Gaicrepn B nauni

(dpopma Bunycky, no3yBaHHs, BHL NaKyBaHHA NiKAPCLKOTO 3acoby)
Howmep peectpauitinoro nocsinuenns UA/18799/01/02 crpok nii peectpauiiinoro noceinvenns 28.06.2026
Cepisn nikapcskoro 3acofy Ne 13105516 KinbkicTs BBE3€HOTO Nikapcbkoro 3acoby 6874

BupobHuk Anamen ®apma C.A., Ionsma

(naiimenyBanHs BHpOOHKHKA NikapcbKoro 3acoly, KpaiHa MoXoMKeHHS)

Baeseno B Vipainy IpueaTie akuionepue Tosapucrso "®apmauesTuana pipma
" Napuuus", inenr. koa: 00481212

(uaiimenysanns Ta koz 3a €[IPIIOY opuanyHol ocobu abo npissuue, iM's, no 6arukosi disuunol
ocolu - mianpremua, ii Micle NPOXHBAHHA Ta peecTpauifinui HoMep 06NIKOBOT KAPTKH MAATHHKA
noaartkis abo cepis Ta HOMep nacnopra)

Mpotokon sisyansroro koutpomo sia 07.05.2024 N 1569/1.

3a pesyibTaTaMM JIePXKABHOTO KOHTPOMIO BCTAHOBJIEHO, IO Jikapcekuit 3aci6 BeeseHo B VkpaiHy 3
AOTPHMAHHSAM BHMOTI 3aKOHOAABCTBA 010 3a0e3neyeHHs AKOCTI JIika) ux 3acobis.

/'

Mukona XOJIOAEHKO

(mianwc) (imiuianu Ta npissuine)




