JAEPIKABHA CJYXBA 3 JIKAPCBKHX 3ACOBIB
TA KOHTPOJIIO 3A HAPKOTUKAMM y m. KHEBI

npoB. Hanii Ceitniasoi, 3, 02099, ten. (044) 295-26-85
E-mail: dls.kyiv@dls.gov.ua, Kog €IPTIOY 37079055

BHCHOBOK T,

PO AKICTH BBE3€HOro B YKpaiHy JiKapcbKOro 3acody

31.12.2024 Ne 71460/24/26

INIHAII
(HaliMeHyBaHHs NlikapcBKOro 3aco0y 3riiHO 3 peecTpauiifHuM MOCBIAYECHHAM)
TabJeTKH, BKPHTI ILTIBKOBOIO 06010HKO0I0 110 5 MT, 10 14 TaGiaerox y Gaicrepi; mo 1 6aicrepy
B KApPTOHHIM mawni
(dopma BUITYCKY, JO3yBaHHS, BHI NaKyBaHHA Jikapcekoro 3acoby)

Homep peecrpaniitioro nocsimuenns UA/18124/01/02 crpox xii peectpauiitoro nocsimuenns 05 062025 ¥

Cepis nixapcekoro 3aco6y Ne 243638 KinekicTs BBe3eHOrO Jtikapcskoro 3acofy 20952
BupoGruk JOKEHE®APM CA, I'pentist

(nafiMeHyBaHHs BUPOGHUKA JTIKAPCLKOTO 38C06Y, KpaiHa MOXOMKEHHS)
Bseseno B VkpaiHy AKINOHEPHE TOBAPUCTBO "®APMAK", ienr. xon: 00481198

(natiMenyBaHHs Ta koX 3a EJIPTIOY opuamaHoi oco6u aGo mpissue, iM'4, 1o 6arexoBi disuunol
0co6H - miAnpHeMId, i Micue NPOXKMBAHHA Ta PEECTpALiHHmiA HoMep 06MiKOBOT KAPTKY IIATHHKA
noaartkis abo cepia Ta HOMep nacnopra)

TpoTokoa Bisyanbnoro konTpomo six 31.12.2024 Ne 4508/3. .

o

3a pesybTaTaMH [EPXABHOTO KOHTPONIO BCTAHOBJICHO, MO Jikapcpkuii 3aci6 BeeseHo B Vikpaihy 3
AOTPHMAHHSAM BUMOr 3aKOHOAABCTBA MOAO 3a6e3neyeH AKOCTI JIIKAPCHKYX 3ac06iB.

~AGOBIB T4
aiRHAsg

D
z Muxona XOJIOJEHKO

FTPOIIIO) (ninnmc) (iniuianu Ta npissuine)

° nad
*umnntnrnz
TRYE




¢pgenepharm

Ten.: (+30.210) 60.39.336
dakc: (+30.210) 60.39.402
E-mail: info@genepharm.com

NPOAYKT: NMIHAM 5 MI' MO 14 TABIETOK Y B/ICTEPI

Cepis No: 243638

Mapris Cohance Ne: ETDTB4017A

Hepo3adacosana napria GSA Ne: 24060230

KinbKictb: 20952 kopobok

Mpuaaruwii go: 30.04.2027

fara BupobHuursa: 25.04.2024

Jata nakysanHnsa: 25.10.2024

IHCcTpYKUi 3 BUpo6uuyTea (Koa/Peg.): TBMRTD12-05

IHcTpyKUii 3 nakyBaHHa: (Koa/Pea.): MI-C-2330/Pea.: 02

Bupobxuya ginsHuua: COHANCE LIFE SCIENCE LTD

AinbHuua sunpobysaHHA KOHTPOAIO AKocti: GENEPHARM S.A.

AinbHuua nakysaHHa: : GENEPHARM S.A.

Cneuudikauia Ne: BCR-0002

I Bosiakosuii gokyment: PRI 00801

CEPTUDIKAT AHANI3Y
BUNPOBYBAHHS# METOAU CRELIMDIKALUIT PE3YNIbTATU
3o8HiWHili BUrnAA TM-2382 HoeTi TabneTku, 8KPUTI NIIBKOBO 06010HKOW, Y POpMmi KarneTy, Bignosigae
ABOONYKAI; 3 Hanucom «T 5» 3 oanoro 6oy i 6es Hanucy 3 iHwWoro 6oky.
|aeHTUdikauin TM-2383
IHdpauepsoHa cnexkTpockonis IHdpauepeonmil cnextp abcopbuii, oTpumaHwii Bia 3paska, mae cnisnagaty 3 Bignosigae
iH$payepBOHUM CNEKTPOM CTaHAAPTY
BEPX Hac yTpumyBaHHA OCHOBHOTO NiKy Ha XpomaTorpami eunpo6oeysaHoro Bignoeigae
npenapary Bianosiaae Hacy yTpuMaHHsa OCHOBHOMO NiKy Ha Xpomartorpami
npenapaTty CTaHAAPTY, AK OTPUMAHO NPK KiNbKICHOMY BU3HAYEHHI
Bmicr Boau TM-2384 <3% B/8 1,2%
CepegHn Bara TM-2385 92,5 mr £ 3% 93,0 mr
PosnagaHun TM-2388 <30 xB. 02 xB. 52 ceK.
PO3YUHEHHA TM-2390 Q=80% 3a 30 xs. 89,3%
OaHopigHICTE A030BaHMX TM-2391 Bna 10 oguHuus AV £ 15,0 AV.=57
oauHuLp (33 ogHopigHiCTIO Ana 30 oguuvus AV < 15,0 1 g8 8CiX 0auHMLL
BMICTY) 0,75Msxis1,25M
KinbkicHe Bu3HaYeHHn TM-2392 95,0 - 105,0% B/B 8iA 3aABACHOrO Ha MapKyBaHHi 101,2%
CynyTHi AOMILLKK TM-2393
IHAMBIgYaneHi ZOMIlIKY <0,2% B/B Huue mexi BUABAGHHA
Bcboro Aomilok <1,0% 8/8 Hugte Mexi BUABNEHHA
3a/MWIKOBI POZHUHHUKM TM-2394
AueToH He 6inbwe 1000ppm 381 ppm
laenTndikauis 6apstHuka TM-2389
TUTaHY AUOKCHL,
Bunpo6yBanHa A YTBOpIOETHCA YepBoHe 3abapBieHHA Bianosigae
BunpobysaHHa B Cymil mae pioneTtoso - cuHiit kosip Bignosinae
OKCUA, 3ani3a OBTUN YTBOPIOETLEA TMBOKe YepBoHe 3a6apB/IeHHA Bignoginae

Unm 7 3acsiguyto, Wo HaBeaeHa suwe iHGopmaLis € BipHOI i TouHO. Lis cepis npogyKTy 6yna BUrOTOBAEHA, BKAIOYAIONU
NaKyBaHHA | KOHTPOb AKOCTI Ha BULEBKasaHIi(Mx) AinbHULi{AX) y nosHiit signosigHocti 3 eumoramm GMP €C i micuesoro
Pery/IfATopHOro opraHy Ta cneuudikauiamm B peecTpauiiiHomy nocsigueHHi abo aocke cneuwdikauii Ha npogykT ans
focnikysanux nikapcekux 3acobie.  MPOTOKOAM BUIOTOB/AEHHA, NaKyBaHHs | aHanisy cepii, ge ue AopeuHo, 6yno
npoaHanisoBaHo i BCTaHoBAeHa X BignosigHicte GMP. Byab-axi sisxuneHHs 6yau oujHeHi BiANOBIAHO A0 BHYTPIlHIX
BCTaHOB/GHUX Npoueayp 3abe3sneyeHHa AKOCTI.

JATA: 3ATBEPOKEHO (MeHemuep 3 KOHTPOAIO AKOCTI abo KepiBHMK
Biaainy KOHTPOAIO aKOCTI)

30.10.2024
Nikolaos Graves,Ma¢ Chemist
‘ead of Quality (onMal, Qualified Parsor

GENEPHARM S.A.

18t Km Marathon Ave

15351 Pallini

Tpeyin

Ten.: (+30.210) 60.39.336
daxc: (+30.210) 60.39.402
E-mail: info@genepharm.com




CEPTU®IKAT BIAMOBIAHOCTI CEPII

(NigTsepgkedna 8ianosiaHo 40 noTouHGT HacraHosu 3 GMP £C, fopaToK 16) ]
| HaltveryBaHHa NPOAYKTY: THHAN Nikapcoka hopma: TABAETKW, BKPUTI NABKOBOKO ——‘
\  OBO/IOHKOIO
ﬁ,osysaHHs/ Axrysricte: 5 MU Ko npoayKTy: 02-TFXNOOOS0UAD14GS j
Cepis N I} Heposdacosara napris GSA Ne: Po3mip / Twn yraxoBKu: 1o 14 tabaeTox y baictepi, No 1 |
244313 24320263 GricTepy B KapPTOHHY NA4KY

| Mapria Cobance Ne: ETDTBA030A I
fipuaarHuil 8o 20.11.2027 | Data eupobrmurea: 16.11.2024
IHCTpYKUiT 3 BUpOGHUMUTEa (Koa/Pepaxujs): TBMRTD 16-05 JHCTPYKUIT 3 NaKyBaHHA (Kop/Pep,am’m): MI-C-2330/Pep.. 03
KpaiHa - Imnoprep: VKPATHA | Pr Ne: UA/18124/01/02
BChOTO BUMYLLEHD OAUHKUD: 10260 KopoBoK 1 KinbKiCTb apXiBHWX 3pa3Kis: 29 kopoboK
U_H_cbopmauis nipo AP -
| Napria GSA Ne: H/3 Maptia nocrayansHuka Ne: TDM0180624 L
Hasga: MSN ORGANICS PRIVATE LIMITED \ Appeca: SY.No.224/A, Bibinarap (ceno), Bibinarap {(Manpan),
T Aaap Gysaarip (pation) Teneurard, WAlR: e g
indopmais rpo BrpobHUIY BIABHULIO: - B i
Hassa: COHANCE LIFE SCIENCE LTD “\ Appeca: A-19/C, Poys Ne 18 DA, Hauapam, Xanaapabas - 500076,
- TeneHraua, lHAIA |
TNiuensia No: 23/RR/AP/2007/F/R | Cepndikat GMP No: 40920/24-4-2023 i
Im's Ta nocaga/Turyn ocobu, Wo BuAae £03BiN Ha BUNYCK ‘ H/3 [
cepii, AKWO 33CTOCOBYETHCA |

indopmauia 0po AlABHWLIO NaKYBaHHAS
Hassa: GENEPHARM S.A.

eca: 18 km Mapagoroc Aerio
15357 [anidi, [peuis

| Aop

i

Niuensis Ne: 0000000073/23/1 | Ceptudikat GMP Ne: 115156/5-12-2022
Wﬂ Ta nocana/TuTys 0cobu, L0 BIHAAE AO3BIN HA BUITYCK H. TPABOC (N‘GRAVOS)
cepii, AKILO 3aCTOCOBYETHCA | KepigHuK Biaainy KOHTPOMO arocCTi, YRoBHOBaXKeHa ocoba
@Jopmaujﬂ npo AINbHULLIO sunpobysanHa:
| Hasea: GENEPHARM S.A. ‘ Appeca: 18 km MapadoHoe ABeHIO
L - R} 15351 Nasini, Tpeuin '
NiugHsia Ne: 0000000073/23/1 | Cepndikat GMP Ne: 115156/5-12-2022 ______“_j
I's Ta nocapa/TuTyn ocobi, 1o BUAaE AO3BIA HA BUNYCK "H. rPABOC (N.GRAVOS)
cepii, AKILO 3aCTOCOBYETLCA N \ KepisHuK Biaginy ROHTPOND AKOCTI, YTIOBHOB2KEH3 ocoba |
| Poscaigysanua siaxunett cepiii: o B -
Homepu sigxunere Bupiwexo i
Tax O Hi O H/3 _{
Kowrposb 3min Me:
Fpose,quHa KOHTPO/KO 3Min 3 WieT cepii (nepwa cepis, AKa ‘ Tax O Hid H/3
sa3Hana 3mivm) 4!
[&_(omemapi: Kop KOMICHT (KLU0 BUMATAETLCA ta sigmiHHnA Bi4 KOOy NPOAYKTY) H/3 _‘__]

LM 7 3acBigHyio X nipgreeplxyo [, ujo HasegeHa BULLE iHpopmalis € BIpHOIO | TOYHOIO. BuLLEBKa3aHa Cepia MPOAYKTY 6y BArOTO3NEHS,
BKAIOYAONU NERKYBAHRA | KOHTPO/L axocTi, Ha auwieaKasaHinux) 4N pHULI(RX) Y NOBHIA BiANOBIAHOCTI B0 BAMOT GMP EC i micLesorc
perynsTOpHOTo oprady, 3 UWHHOW0 TexH{HHOW YroA0H MK 3aMOBHUKOM / BAACHAKOM peecrpauiﬁHoro nocaiaueHHRr T Genepharm AS. T2
cneuydikaliamu B peecTpauiiHomy fOCBiAUEHR HAa  MPOAYKT, suAaHoMy  BIANOBIAHOMY BABCHUKY PEECTPALifiHOrO nocaijueryR
(BPI1)/3aMOBHUKY, AK 3aTBEPYKEHO DETY/IATOPHUMM opranamu Ha Teputopii, abo 3 [OCHE cretudikauiil H3 NPOAYKT AR Locriprysanux
NIKBPCHRUX 3acoBia. [1POTOKONM BUTOTOBAEHHSR, HaKyBaHHA i ananiau cepii 6yno IpO3HANI30BAHO i scTaroBAeHa iX 8ianosianicTy GMP. Tomy

[ Cepin sunyweria ns signpasku

Cepin cepTudikosaHa AR BUNYCKY Ha APORAK

Bepyusn A0 yBary, wio:

. BPT1/3amonnuk 8ianosiAace 33 TPBHCMOPTYBAHHA NPOAYKTY Y CROCIB, WO HE BIIMBAE HEraTMBHO Ha foro AKICTY, | MAE BAKOHYBATHCL €yBODO 37i/HO 3 HRCTEHOBEMK
GDP.

- BPfY/ 3amoBHUR BiaNOBIAANLHNY 33 33BARTEMEHHR AaHUX 3 NKYBAHHA RPOAYKTY AD European Hub nepen Tum, Ak JiIKBPCOKKA 3aci6 byae nepesaHui A0 3anacis
AR NpoAaxy {y BUNaAKY nikapcbKoro 3acofy, rapMoHizoBaHoro 3 pPernameHToM 2016/161).

"3 mon CERGAY 43 v 2y g
frkninos Craves, Mt wh
.

%

1Y st . .
VrosHoBaiera ocoba: g fonlraL U fara: 24.01,2025 Mignuc /Fnanucaﬁo/
i GENEPHARM S.A.
18t Km Marathon Ave
15351 Pallini
Fpein

Ten.: {+30.210) 60.39.336
®are: (+30.210) 60.39.402
£-mail: info@genepharm.com
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Lo Sl 2
!—EPOQVKT: THHAT 5 MIT 710 14 TABJIETCK BRPUTUX Cepin Ne: 244313

[I7BKOBOIO OBOJIOHKOIO Y BAICTEPI
faprin Cohance No: ETDTRA030A

Heposdacosaa napris GSA Ne: 24120263

Kinskicto: 10260 kopobox I CI 30.11.2027

fava supobruursa: 16.11.2024 [ara nakysaHHaA: 16.01.2025

fHCTpyRuil 3 BUPOGHNITEE {Koa/Pep.): TBMRTD16-05

\ BHCTpYKUT 3 NaryBaHHA: {Koa/Pep.): Wi-C-2330/Pep,: 03

_Bupobrnua ginchnps: COHANCE LIFE SCIENCE LTD

RinoHuyus sunpodyBarita KOHTPOIO axocti: GENEPHARM S.A.

[inbHYLA NaKYBaHHA! | GENEPHARM S.A.

IREEREE

Crieuundikauin Ne: BCR-0002 | foBipHoBNi AOKYMERT: PRI 00801

|
i
|
|
l
i
l
|
L]

CEPTUDIKAT AHARNIZY
T BATIPOBYBAHHA_____ | METOAK | CrELM®IKALIT T PEvARTATA |
30BHIWHIA BUTNRA i TM-2382 | XosTiTabnerru, SKpUT NNIBROBOKD 060N0HKOI0, ¥ HOPMI KBRNETH, 8ianosigae |
| ‘ ABOONYKAI; 3 HANUCOM «T5» 3 0aHOro Boky i 6e3 Hanvcy 3 inworo Bory. ~_5
| aeHTHbIKAIA | Tm-2383 ! B I
indpayeproHa cnexTpocKornisa rmpaqepaormﬁ cnextp abeopbuii, OTpUMBHUI BiJ| 3p23K3, MAE Bianosiaae
L@‘x:magaw. 3 iHpPaEPBOHKM CNEKTPOM cranaapty __J‘
BEPX | Yac yrpumyBaHHa OCHOBHOTG niky Ha XpomaTorpami sunpoboBysaHore Rignosigae |
npenapary BiAnoBiAAE Hacy YTPUMBHHA OCHOBROTC niky Ha XpomaTorpami !
‘ npenapaty CTaHAapTy, AKX OTPIUM gg_gp_n_ginmcnomy Btﬁa_ni_ik(eHHi
BmicT 5044 Thi-2384 | <3%8/8 1,0% i
Cepepnns 8ara TM-2385 i 92,5 mr 3% 92,0 mr |
PO3NBHAHHA TM-2388 | $30x8. {02 xs, 50 cex. q:
Po3UMHEHHA TM-2390 | Q=80%3a 30 x6. 100,3%
OpHOPIARICTS A030BAHNX T™M-2391 fns 10 opntnih AV < 15,0 AV.=12,4 !
oAUKKLp (32 OBHOPIARICTIO \ [lns 30 opnHLs AV £ 15,0 4N1A BCIX OAMHILE \
BvicTy) ) 0,75Msxis1,25M |
KinbKicHe BU3HauenHa | Tm-2392 \ 95,0 - 105,0% 8/5 8ip 38#BACHOTO HA maprysanti | 101,3% __%
CynyTHi AOMILWRY ] Tm-2393 I | |
ﬁHAMBiAyaani AOMILUKA l [?,2% &/ \ HippKue mesKi BuaAsHeHHA q
8cLOro AOMILIOK l Rl,O% 8/8 e, ! Huoxue mexi BUABAEHRA
Sonmiakos) posunHiMkA | TMV-2394 W' i j
AugToH | | "He Ginbwe 1000ppm 1 129 ppm
laenTAdIKaLR GapeHmKe | TM-2389 | i
Tutany AVCKCHA e i .
BunpobysaHna A | h?somoc—:rbcn nomapar4eso-4epsoHe 3abapaneHna | Bignosiaae
BrnpobysanHa B J Cymius mag HioneToso - Ccuriit RoNIp | Bignosigae .
OKCHA 384138 MOBTUH | hﬂopmﬂbcn ranboke Yepaowe 3a6apsnenHa | Bipnosigae

Uym 5 33CBioUyio, Wo HaBeaeHa Bullig indbopmauia € BIPHO
naKkyBaHHA | KOHTPONbL AKOCTI Ha BuLieBKazaHii(ux) pinsrmui{ax) y noBHIl BIANOBIAHOCTI 3 BK
PEryNSTOPHOTO Oprawy T1a cneuudikauisamu 8 peecTpauiiHoMy nocaiguenti
JlochifmyBaHnx JIKapCLRUAX 3acobis. [lpoTOKOAM BUTOTOBAEHHSR, nakysaHkra
npoananizosaHo | BCTAHOBAEHA i signosigHicte GMP. Byab-aki BiaXvAeHHA
scTaHOBMARHUX Npoueayp 3abesneverts AKOCTI.

i ananisy cepii,

lo 1 TouHO. Lia cepia NPOAYKTY Byna BUroTOBAEHA,
wmoramv GMP €C i micugsoro
abo pocwE cneuudikaLit Ha nNpoayKT s

BKNIOUAIOHN

ae ue AOpeuHo, Byno

Gy ouiHeHi BiANOBIAHO A0 BHYTPIWRIX

DATA: 24.01.2025
BIAAINY KOHTPOO AKOCTH)

Hikonaoc [pasoc, maricTp Hayk, XimiK, Ha4an

AKOCTI, YNOBROBAKEHS Ocoba.

3ATBEPKEHO (Merezpkep 3 KOHTPORO axocTi abo KepisHuK

BLHUK KOHTLOAR

|
'i_
|
1

GENEPHARM S.A.

18* Km Marathon Ave

15351 Pallini

Ipeuis

Ten.: (+30.210) 60.35.336
daxc: (+30.210) 60.39.402
E-maif: info@genepharm.com

LP

Cropitkalal

Zuvipsivo No.
008 7 Exdoon Mo

QA

gz
ie




BATCH CERTIFICATE OF COMPLIANCE

{Confirmation according to current Annex 16 EL GMP-Guide)

| Product Name: PINUP
. Strength / Potency: 3 MG
. Batch Ne.: 244313 G4 Rutk Lot Moo 24120263

Cohance Lot Mot ETDTBAG30A

&

| Explration Date: 3079172027
i Mg, Instructions {Code/Vers.): TBMRTD16-05
‘ - tmporting Country: UKRAINE

I Total Units Released: 10268 boxes

| &P o ased: 1uel

. GSA Lot No: N/A

| Mamer MEN ORGANICS PRIVATE LIMITED

_Authorization N

. Name and position
zlease, if applicable

; sxckaémg Site Infor

| Name: GENEPHARM S.A.

23/RRAAPI20CTIE/R oo
@ of person authorizing the batch

. Authorization No.: 3000000073723/

’ Name and posi‘iiém‘téﬂé of person aut
release, if applicable

esting Site tnfo:

i Mame: GEMEPHARM S.A.

thorization No.: 000000007 3/23/1

© Name and },—3555%’%36?;1}1;{3%'E’% person authorizing the bateh
i, release, if appiicable

i Batch Faviation levastigations:

! Deviation Numbers

Chango Control Nolsk
implementation of a change control from this bateh (first batch
impacted by the change}

Lommen

§ hereby carti

NA

zmg e ] ERAVGE

Commission Code (if required & different from Product

Dasage Form: FILM COATED TABLETS TS
Product Code: 02-TFXNDOOSOUAG14GS
Pack Size / Type: BT X 14BL 1 X 14

Manufacturing Date: 16/11/2024
i

Back. Instructions {Code/Vars.): -(-2330/Vers 03

M& No.: UAS18124/01/02

Suppiier’s Lot No: TRMO 180624 i
Address: 7. No.224/4, Bibinagar (Village), Bibinagar {Mandal), :
Yadadri Bhuvanagiti {District} Telangana, India.

Address: A-19/C, Road No. 18 1DA, Nacharam, Hyderabad ~
300074, Telangana, India
GRP Certificate No.: 40920/24-4-2023

Address: 18 km Marathon Avenue
15351 Pallini, Greece
GMP Certificate Nou: 1’25'%%§/5—j3;:_2022 o

Head of Quality Control, Qualified Person

Address: 18 km Marathon Avenue
15351 Paliini, Greece :
GMP Certificate No. 115158/5-12:2022 L

Head of Quality Centrol, Qualified Person o i
Resoivad
Yes [ Ne [] N/ATR ;

Yes [ No ] NA T

v Xl confirm [ ] that the above information is auihentic and accurate. The ajorementioned bateh of product has

been manufactured, including packaging and quality control at the above mentioned Site(s) in full compliance with the GMP
requirements of the EU and the iocal Regulatory Authority, the valid Technical Agreement between Contract Giver/ MAH and
Genegharm S.A. and with the specifications in the Marketing Sathorization for the preduct granted to the coarresponding
Marketing Authorization Holder (MAH)/ Contract Giver (CG), as approved by the Requlatory Authovities in the Territory or product
specification file for Investigational Medicinal products. The batch processing, packaging and analysis racords were reviewed and

found to be in compliance with U GMP. As therefore,
) The batch is Released for dispateh

X The batch is certified for Release for sale

raking into consideration that:

- MNAH/CG is responsiple for product transportation in & manner that doas not adversely affect its quality and should be serictly as per

GDP guidelines.

- MAH/CGIisresponsible to upload product-packaging data to the furopean Hub before the medicinal product is transferred tosaleable
stock {in case of medicinal product harmonized with regulation 2016161}

Gualified Parson:

‘3“"@50 Mse

L8
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PRODUCT: PINUP SMG FILM COATED TABLETS BT 214

"GSA Bulk Lot No.: 24

Cohance Bulk Lot Ne.: ETDTB4030A

Quantity: 10260 boxes Exp. Date: 30172027 T
Witg Date: 16/11/2024 , “Pack. Date: 16/01/2025 S
»’éﬁ%g instructions {C@dei‘@’éfé'.");:m?é?%?ﬁ@%g:@é‘ 7 Pack. instructions {CodefVars.): Mi-C-2330/Vers 03
Rifg Site : COMANCE LIFE SCIENCES LTD
QC Testing Site : GENEPHARM S.A.

Pack. Site : GENEPHARM S.A.
Specification No.: BCR-0002

o Bos T PRTBREGT

CERTIFICATE OF ANALYSIS

TESTS METHODS SPECIFICATION RESULTS

Appearance CUUFa383  Yeliow colored | vaplet shaped, bicorvox, film, caated  Complies
tablet, debossed with “T3” on one side and other side
phain,

”;'_5 L I i . o e i

- ' ’ o The IR 55565%5%:?537 specé%i}symbég'}éi%a‘eé from the sample Complies

) ) ) should be concordant with the Rs ectrum of the standard

HPLC The ratention time of the major peak in the cheamatogram  Cormplies
of the test prepasation corresponds 1o that Inthe
chromatogram of the standard preparation, as ebtained in

Water content ’ THi-2384  <3%whe

Average weaight
Disintegration

02min 58sec

C QeE0%mImm T 003%
For 10 units AVS 15.0 AV.=124

For 30 unis AY £ 15.0 and for alf umits
; 0.73MS 1l 1.25M
TM-2392 95.0= 105.0% wiw of label c
e st

Individual Empgrities »
Total impuritias

Residual

»__'A%évéiran @ - red color dovelo s o -
lua caler B

Famicosideyalon T adee redeolecdevale’s i
I'hereby certify that the above information is authentic and accurate. This batch of product has been manufactured, including
packaging and guality control at the above mentioned site(s} in ful} compliance with the GMP requirements of the EU and the
local Reguiatory Authority and with the specifications in the Marketing Authorization or product specification file for
Investigational Medicinal Products. The batch processing, packaging and analysis records as applicable were reviewed and found
to be in compliance with GMP. Any deviations were assessed according to the internal established QA procedures.

DATE: | APPROVED BY (QC Manager or QC Supervisor):

o f;mas, 3¢ Chamie




genepharm

NPOAYKT: MHAN 5 MI' N0 14 TAB/IETOK BKPUTUX
MNIBKCBOH) OBOJIOHKOM ¥ BAICTEPI

Cepis No; 250711

Napria Cohance Ne: ETDTBS002A

HeposdacosaHa naprtis GSA Ne: 25030011

Kinbrictb: 14850 ynakoeox

NpugarHvii go: 31,01.2028

[ata supobuuyrea: 04,.01,2025

Jata nakysaHHA: 25. 04.2025

IHCTRYHLUT 3 BupobHuuTea [Koa/Pea,): TBMRTD12-05

{HerpyKUill 3 nakysanna: (Hop/Peg.): MI-C-2330/Pen.: 03

BupobHuya ginbHuua: COMANCE LIFE SCIENCES LTD

JinbHuua BMNpobyeaHHA KoHuTponto akocti: GENEPHARM S.A.

AinsHuua nakysardua: : GENEPHARM S.A.

Crieupsdivania Ne: BCR-0002

l Losiakosnii goxyment: PRI 00801

CEPTU®DIKAT AHAMIBY
BUMPOGYBAHHA METOLU CRELMaIKALT PEIYNILTATU
JopulwHif BuiARA, Tev-2382 H{oeTi Tabneruu, skpuTi NAlBROBOIO 0GONDOHIOW, ¥ Gopmi kanneT, Bianosipae
ABoonyuai; 3 Hanucots «T 5o 3 ogroro Goxy | §e3 Hankey 3 IHworo Goxy.
Iagnsublikauls T-2383
lzhpavepecHa cnexypackonis IudpavepsoHuli cnexTp abcopByli, oTpumaniii pig apasxa, mac cnlBnafam™ 3 Bignoslgae
inbpatepRoHMM ENBKTRAM CTIHAIPTY
BEPX 9 YTRHMYBEHHR OCHOBHOTD NikY Ha Xpomarorpami sunpoGoaysaHore Bianoslgae
npenapary slanosinac Yacy YIPsAEHHA CCHOBHOTO NiKY HA XpOMAaTorpami
TINEMINATY CTOHARPTY, K OTRHMAHO NPU KiNBRICHOMY BHIHAYSHHI
SricT 80A4 TM-2384 3% a/fe 1,2%
Cepesun aara T-2385 92,5 mr x 3% 52,9 mr
Po3nagsHHs ThM-2388 530 xp. 03 x0. 30 cex.
Po3utiHeHHR TM-2390 Q=80% 3a 30 xs. 95,4 %
Qaxeopiguicrs Aos0BaHUX Tivi-2393 Ona 10 ogusKuL AV § 15,0 AV.=69
oauHKub (33 04HOPIAMICTIO OnR 30 0nuHULL AV < 15,0 | 408 8ElX 0qusvis
amMicTy) 0,75Msxis1,25M
HinbxicHe au3zHaueHns TM-2392 95,0 - 105,0% 8/8 Big IO HA M3 pRyaaHH] 58,0%
CynyvHl fomiasm TV-2393
IHAUBIAYBALHI QDMWY 50,2% 8fe HU#HE MEHI BHABAGHHA
Beworo pomiwok <1,0% 8/8 Hiumue Mmesti BUABAEHHA
3annwKoal poIHMHHUKK ThM-2394
AuetoH He Giavwe 1000ppm 135 ppm
IgeHTudinauin 62peHuka TM-2389
TuTaHy AHOKCHA
BunpoBysanna A YTOPIOETHEA OpaHesn-1epROHE 3a6apaneHHA Bipnosigae
Bunpgfysanna B Cyraltn Ma€ dionevoro - cuulii koaip Bignoaigae
Oxehg 320138 MOBTMA PO3BHBAETHEA TEMHO-YEPDOHE 3a0apBEHKA Bignoaipae
MikpoSionorisia akicts TM-2387

TAMC

TYMC

Escherichla cofi

S10° kyofr

He Ginvue 10 xyo/r

102 kyofr

He Ginvwe 10 wyafr

Biacymwicrea it

BiacyTHi

Uum s saceiguylo, WMo HaBefeHa avwe iHGOPMAUis € aBTeHTHUHOlO | Todkow, LA cepis npoaywTy Gyna BuroToB/eHa,
BKAIOYAI0MM MAKYBaHHA i| HOHTPONL AKOCTI Ha BULEBKazaHIi{ux) giasHuni{ax) v nosHili ianosigHocTi 3 BUMoramu EU GMP |
MICLEBOID PeryaATOpHOrG ofiraky Ta cneuudikatlaMy B peecrpauifinomy nocelnueqHi abo dafinom cneudixauii Ha npoaykT
FIpOTOROAM BUrOTOBAGHHA, NakysaHHA [ aHaniay cepil, Ae ue aopeuwo, Byno
npoaxanisoBano | ectavosnera Tx Bignoeignicts GMP, Byab-aul sigxuaenns Gyau ouiHeHi BIANOBIAHC A0 BHYTPitIHIX

ana Jocninmysadux Aikapcobkux 3acobis.

ECTAHOBNEHMX NpoUeAyp 3abeaneyeHin AKOCTI.

OATA: SATBEPOMEHO (MeHenmep 3 HKOHTpoal sAKkocTl abo Kepieuuk
BigaiaY KOHTPORIO RKOCTI)

07.05.2025 .
Nikolaos Gifd jgi // ¢ Chemist
“teadof Quality Qualified Persor
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GENEPHARM 5.A.

1:;35?; I\:::riaahon Ave Luvijuptvo No. 02

e i L QA QDB / Exdogr No 12

Ten.: (+30,216) 60.38.335
Ganc: {+30.210) 60.39.402
E-rnail: info @ genepharm.com




P genepharm

CEPTHU®IKAT BIZATIOBIAHOCTI CEPII

(l‘llmeepp,men—mn BiANOBIAHO A0 naTouHCT Hactauoeu 3 GMP EC, flopaToy 16)

HalmeHysaHHA npogykTy: MHAN JNikapebka popma: TABJIETKW, BKPUTI NAIBKOBOIO -
QBOJIOHKOK

Hosysanua / AktuesicTe: 5 MF Koa npoaykty: 02-TFXNOOO50UAQ14GS

Cepla No: Hepoadacosana napria GSA Ne: 25030011 | Poamip / Tun ynakosxu: no 14 TaBnerok y Galcrepl, no 1

250711 Maptia Cohance Ne: ETDTBS002A BrlcTeny 8 KAapTOHHY NavKy

Mpugariii go; 31,01,2028 | Hava eupoBuuursa: 04.01.2025

IHcTpykuli 2 BupoBuuuTea {Koa/Penakya): TRMRTD12-05 IHETPYRUIT 3 nakysanHz: (Koa/Peaawuia): MI-C-2330/Peg,: 03

Kpaina - imnoprep: YKPATHA PI1 Ne; UA/18124/01/02

BCboro BAnyILeHo oAWHMUb: 14850 yrnakosoK KinbricTs apxlBHMx 3pazKis: 29 ynakoBoK

IHpopmauis npo Ad:

Naptia GSA Ne: H/3 MNaprlr nocTayanbHuKa No: TDIVIO300824

Hasea: MSN ORGANIC PRIVATE LIMITED Appeca: 5Y.No,224/A, Bibinagar {Vlllage), Bibinagar (Mandal},

Yadadrl Bhuvanagiri (District) Telengana, 14gls.

lndopmatiin npo BUpoBHUYY AlnbHULID:

Hasea: COHANCE LIFE SCIENCE LTD Appeca: A-19/C, Road No. 18 IDA, Nacharam, Hyderabad -
5000786, Telengana, IHalA

NiyeHzia Ne: 23/RR/AP/2007/F/R ] CepTudikar GMP No: 108454/16-11-2023

Im'a Ta nocaga/mTyn ocabu, wo Braac Aoseln Ha BuRycK H/3

cepli, AKWO 38CTOCOBYETLER

IHdopmauin npo [iNbHKUI NakysaHHA;

Hazea: GENEPHARM S.A. Appeca: 18 km Marathon Avenue

15351 Pallinl, Mpetjn
Aiuerala No; 0000000073/23/1 Ceptudikar GMP No; 115156/5-12-2022
Im'a Ta nocaga/TuTyn ocoBy, wo Buaae nosein Ha BURYCK H.TPABOC (N.GRAVOS)
cepli, AKWO 3aCTOCOBYETHCA KepleHuk slgplny koHTpoao sKoct, YnesHosameda ocoba
IHdopmauia npo AiAbHKLI0 BUnpobypaHHs:
Hazea: GENEPHARM S.A, Aapeca: 18 km Marathon Avenue

15351 Pallinl, M'peuin
Niuexala Ne: 0000000073/23/1 Ceprudivar GMP No: 115156/5-12-2022
Im'a Ta nocaga/ Ty ocoby, WO BUAaE A036iA Ha BrNyCK H. TPABOC (N.GRAVOS)
capii, AKWO 38CTOCOBYETLCA KeplaHui BlaDIny KOHTROMO AKOCTI, YnosHoBaMeHa ocoba
Po3caigyBaHHA BigxuneHb cepiiis
Homepy sigxunets BupiweHo

Tak [ i [ H/3 B

KoHrponek smiH No:

MposeseHHA KOHTPOAIO 3MIH 3 UlET cepli (nepwa cepls, AKa Tak | Hi Ci H/3 [}
3a3Hana amiHn)

KomeiTtapi: Kog xomicil (Aklo eumaracteca 1a slamivnyil 8la Koay npoavkry) H/3

Lium R aacaipuyio & nlarsepmiyo D, o HasefeHa srlle iHbopmaula e elpHoto 1 TouHo. BUlwesKazaHa cepla npoaykTy
Gyaa BMroToBAEHA, BHAIOMAIOUW NaKyBaHHA | KOKHTpoAL ArocTl, Ha sumeskazaHlli{ux} minsHuul(ax) y noewid slanoelawocti Ao
eumor GMP EC | micuesoro PerynaToOpHOro opraHy, 3 YMHHOIG TexHluHOI yrogow Mk 3amoBHUKOM [ BAaCHUKOM
peecrpauliitora nocelpieHHa Ta Genepharm AS. Ta cneudlraulamn 8 pescTpauliinomy noceipuenHi Ha NPOOYKT, BUASHOMY
slanoslaHomy BnacHury peecTpaulfiHoro nocelgdeHHA (BPT)/3aMOBHMRY, AK 3aTBEPAMEHO DETYAATODHWMK OpraHamMu Ha
Tepuropii, abo s pocbe creundikaulii Ha npogywr ans AocnigKysanux nikapcekux 3acoGis. [POTOKOMM BWIOTOBASHHR,
nawyBarHA | aHaalam cepll Byno npoananlosaHo | scTaHoBAGHA iX BlanosiaHicTe GMP. Tomy

Cepin sunyweHa aan elpnpasru

Cepln ceptidikoBaHa AnA BUNYCKY Ha Npogam X

Bepyyit A0 yaaru, wo:

- BPT1/3amoBkuK B1ANCEIA3E 33 TPAHCNOPTYRHHA NPOAYRTY Y CNOCIE, 10 HE BNABAE HETATHBHO Ha HOFe AKICTL, | 1AE AMKONYBATHCL CYBONO 3rAHO 3 HACTAHOBAH
GDP.

« BN/ Saroouus sianoolapnbuvit 5a 3aBaHYaHeHHA A3 3 NakyBARIA NpoAYHTY A0 Eurcpean Hub nepen Tvim, AK Alapouisi 3aclB Byae nepega go aanacly
ANA npogaky {y amnaary alkapcororo 3acoby, rapmoniaonanoro 3 pernameston 2016/163).

Nikolzos Gravoes, MSt Chemist

VnosHosanena oco6a: [23dof Quality Controt Qualified P erser Jara: 07.05,2025 Mignuc: /flidnucaro/
Paviiyifvg Nn, 01 GENEPHARM SA.cm . 0
LF QA 006 / ExSow Mo 12 16 Km Marathe/;\\‘m
15351 Palili] o
l’peuln /n k( ¥ To.,

Ten.: (+a ,53. ) ap .39, 3{5 makc, (+3o 7 a) 50 39,402 Bomait




HEPIKABHA CJHIYXKEBA 3 JIIKAPCBKUX 3ACOBIB
TA KOHTPOJIO 3A HAPKOTUKAMMH y s. KUEBI

npos. Haail Ceitanunot. 3, 02099. ten. (044) 295-26-85
E-mail: dis.kyiv@dls.gov.ua, Koa CAPTIOY 37079055

BHCHOBOK
Npo SIKICTL BBE3eHOro B YKpainy fikapesKoro 3aco6y

11.06.2025 Ne 28851/25/26

ITTHATI

(HaiisenyparHs nikapenLxoro 3acoBy 3riAio 3 peceTpauifinKM NOCRIAYCIIHAM)
Tabaerky, BRPUTI nuiBkoB010 06omonkoro no S mr, mo 14 Tabneror y Gaicrepi; no 1 daicrepy
B KapTOHHIH ﬂﬂ‘llll

((hopra BrIYCKy, H1O3yBANIIA, BHA DAKYBAINIA AIKAPCHKOrO COBY )
Houep pecetpauitinore nocsiauenna UA/18124/01/02 crpox aii pecerpauiiivoro nocsinuenns HeobMexeHuH
Cepin nikapcbkoro sacody Ne 250711 KinkkicTh BRE3EHOMO Aikapcekoro 3acoBy 14850

BupoBuuk Hoxenedapm C.A,, IN'penis

{naliMerysuiHa Bupobinka nikapcekoro sacoBy, kpalua noxoaxenns)

Boeseno B Vipainy AKINIOHEPHE TOBAPHUCTBO "®APMAK", igeur. woa: 00481198
(uafimenysanus a koa 3t CAPMOY 1opuanyrol ocobu abo npiauuine, is'a, no GaTLkosi (isnunoi
0co0H - HiAGPHEMLS, 1T MICLE IPOXKNBAKA TA peccTpautifinuii Homep oBnikonol KapTKK nNAATHIKA

nonarkin abo cepis Ta nomep nacnoprTa)

MpoTokos sisyassitoro xonrpomo siz 11,06.2025 ne 1981/01.10-25/1.

32 peay/bTaTaMH  AEPICABHOCO  KOHTPOAIO BCTANOBACHO, MO  Jikapcekuil  dacil  meeichn s Yepainy 3
JOTPHMANHIIM BuMOr 3aKOHOLABCTRA 1040 3a6e3neueHns AKOCTi penrrx sacoGin.
Muxona XQJIIONEHKO

{ntanuc) (intiuiany ta npisnuwe)
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