genepharm

CepTudikar BignoBigHOCTI cepil

(NiaTBepakeHHs 3rigHo 3 YMHHUM JdopnaTtkom 16 KepiBHuurea €C woano GMP)

HanimeHyBaHHA npoaykry: MIHAN Nixapcbka popma: TabneTkun, BKpUTi NNiBKOBOIO
060n0HKO0

Cuna gpii/akTuBHicTL: 20 Mr Kon npoayxry: 02-TFXN00200UA004GS

Homep cepii: GSA Homep cepii 6ank: 20100114 Po3mMip Ta TMN nakyBaHHA: 4 TabneTkn, BKPUTNX NNiBKOBOIO

203363 Ra Chem nomep cepii: ETDTD0038A | o6onoHkoio (1x4) y Gnictepi

TepmiH npugaTHocTi: 31/08/2023 Oarta sBupo6HuuTBa: 26/08/2020

Bupo6Huudi iHcTpykuii (Koa/Bepcis): TBMRTD 12-02 NakyBanbHi iHcTpyxuii (Koa/Bepcis): MI-C-2148 sepcis 01

[epxaBa imnopTtep: YkpaiHa Homep peectpanintoro nocigueHns: UA/18124/01/04

3aranbHa KinbKicTb ynakoBok: 2541 ynakoBok KinbkicTs 36epexenunx 3paskiB: 9 kopo6ok

Indopmaunia npo AdI:

Homep naptii GSA: He 3acTtocoByeTbCA Homep naprTii nocrayannHuka: TDM0320720

Hazsa: MSN ORGANICS PRIVATE LIMITED Appeca: CY. No.224 / A, bi6inarap (ceno), Bi6inarap
(Manpan), finaapi BxyeaHaripi (okpyr) TenaHraHa, IHais.

IM'st Ta nocapa ocobu, sAka Ao3Bonuna BUNYcK cepii, AKWo He 3acTocoByeTbCcA

3aCTOCOBYETHLCA

Bupo6Huya ainbHULA:

Haszsa: RA CHEMPHARMA LTD Apnpeca: A-19/C, Poya Ne18 AQiEn, Hakapa, Xanaepa6an
— 500076, TeneHraHa, IHAiA

Homep niyensii: 23/RR/AP/2007/F/R Homep GMP ceptudikarty: 25252/10303054-0002

IM's Ta nocaga ocobu, Aka gossonuna BUNYcK cepii, AKLWo He 3acTocoByeThcAa

33aCTOCOBYETHLCA

[AinbHULUA NaKyBaHHA:

Hassa: GENEPHARM S.A. Anpeca: 18-h km Mapaconoc Ase 15351 Mannini, Mpeuia

Homep niueHnsii: 0000000073/20/1 Homep GMP ceptudikary: 70926/3-6-2019

Im'a Ta nocapa oco6u, ska possonuna BuNyck cepii, AKLIO H. MpaBoc

3acTOCOBYETLCA KepiBHuk Bigainy koHTponio AkocTi, ynoBHOBaXeHa ocoba

RinbHUUA ANA KOHTPONIO AKOCTI Ta BUNYCKY cepii:

Hassa: GENEPHARM S.A. Anpeca: 18-h km MapadoHoc Ase 15351 Mannini, Mpewis

Homep niuensii: 0000000073/20/1 Homep GMP ceptudikary: 70926/3-6-2019

Im'a Ta nocana ocobu, Aka Ao3Bonuna BUNYcK cepii, AKWo H. MpaBoc

3aCTOCOBYETLCA KepiBHuK Biaainy koHTponio AIKkocTi, ynoBHoBaXxeHa ocoba

[ocniaxeHHA NapTiMHUX BigXWNEHb:

uucdpm siaxuneHb BupiweHo
Tak O Hi O He 3acTocoByeTben [X

KoHTponb 3miH Ne:

peanisauia ynpaBniHHA 3MiHaMu 3 Wi€i napTii (nepwa napria | Tak O HiO He 3actocoByeTbhecr [X]

BUKOPUCTOBYETLCS, KONM BiH 3MiHIOETLCA)

KomenTapi: Koa komicii (ko BuMmaraetbca 1a He 3acTocoByeTbeca

BifApi3HAETLCA BiQ KOAY NPOAYKTY):

| yum 3acsipuyio X1 nigTeepaxeHHs (1 Toro, Lo BCA iHchopMaLlia € AOCTOBIPHOIO Ta TOYHOIO. BuiyesasHaueHa cepin nikapcbkoro sacoby
Gyna BuroToBnEHa, BKIIOYAOYN YNAKOBKY Ta KOHTPONb AKOCTI Ha BCIX 3ragannx Caiitax (CaitTax) y NoBHiil BIANOBIAHOCTI 3 BUMOramm
GMP €C Ta micLieBoro perynsaTopHoro oprary, Y4HHOI0 TEXHIYHOIO YTOA0K MK 3aMOBHUKOM KOHTPAaKTY/BNacHUKa peecTpauiiiHoro
noceiayeHHn Ta [hkenecdpapm C.A. Ta 3i cneyndikaniamu B 403B0NI HAa NPOAAX NPOAYKTY, WO HAAAETLCA BIANOBIAHOMY BnacHuky
A03BONY Ha peanisauito/ 3amMOBHNKY KOHTPaKTY SIK 3aTBEPAXeHO Perynioiounmm opranamu y cbanni cneundikauii Teputopii a6o
npenapaty Ans AOCNiAXyBaHUX Nikapcbkux 3acobis. 3anucu woao BUpoGHUUTBA Cepii, yNnakoBKkM Ta aHanisy 6ynu nepernsnyTi Ta
BCTaHOBNEHO BiANOBigHiIcTb BUMoram GMP €C.

Otxe,

O Cepis BunyweHa Ans Bignpaskm

Cepis cepTudikoBaHa ANns BUNYCKY y npoaax
BPaxoByou#n, WO

BnacHuk peecTpauiitHoro nocsiaueHHA/3aMOBHUK KOHTPaKTY BIANOBIAAE 3a TPAHCNOPTYBAHHA NPOAYKUIT Y Takvit cNoci6, Lo He BNNMBAE
Ta He BNAMBAE HeraTMBHO Ha ii AKICTb, | NOBUHHA CyBOPO BiANOBIRATH IHCTPYKLUiaM woao BBIN.

BnacHuk peecTpauitHoro noceiaueHHA/3aMOBHIUK KOHTPaKTY BIANOBIAAE 33 3aBaHTaXEHHS AaHUX NPO YNaKOBKy Nikapckknx 3acobis 40
€BponencLKOro LEHTPY nepea TUM, K Nikapcbkuii 3aci6 6yae nepepaHo Ha PUHOK, WO NPOAAETLEA (Y pasi y3roaXeHoro 3 NikapcbkiuMm
3acobamu perynioBaHHs 2016/161).

YnoeHosaxeHa ocoba Hikonaoc MpasBoc, kepiBHUK BigAiNy KOHTPONIO AKOCTI, MaricTp XiMik

Oata: 02.12.2020

18 K. Mazathon hve
153 51 Palios

Greece

Tel: (+30.2108 60.39.335
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genepharm

HanimeHyBaHHA npoaykTy: MIHAM, 20 mr Ne4

Cepis Homep: 203363

GSA Homep cepii 6ank: 20100114
Ra Chem Howmep cepii:t ETDTD0038A

KinbkicTs: 2541 ynakoBok

Tepmin npugatHocTi: 31/08/2023

[ata Bupo6HuuTBa: 26/08/2020

[ata nakyBaHHsA: 27/11/2020

Bupo6Huui iHcTpykuii (Koa/Bepcin): TBMRTD 12-02

NakyBanbHi incTpykuii (Koa/Bepcis): MI-C-2148 Bepcisa 01

Bupo6Huya pinbHuusa: RA CHEMPHARMA LTD

GENEPHARM S.A.

AinbHULA ANA KOHTPONIO AKOCTI Ta BUNYCKY cepil:

AinbHuusa nakyBaHHa: GENEPHARM S.A.

Cneuudikauisi Ne PCR-0397

PedrepeHTtHni gokymeHT: PRI 00801

CEPTU®IKAT AHAJII3IB

~ [IOKA3HHKI

Geeece

Tel: (+30.210 60.39.338
Fax (+30.2103 60.39.402
E.-mail:into@aenepharm

Onuc TM-2382 | TabneTku, BKPUTI IUIIBKOBOIO OGOJIOHKOIO, Y Bignosinae
dopMi KamneTH, ABOOMYKII, KOBTi, 3 HAITHCOM
«T 20» 3 omHOTO GOKY
Inentudikanis 1M-23383
-4 I9 cnextp BuUNpOOYBaHOTO 3pa3Ky MOBHHEH Binnosinae
BianoBifaty I4 crexTpy cTaHAAPTHOrO 3pasKy
- BEPX Yac yTpuMyBaHHS OCHOBHOrO WiKy Ha Binmnosinae
XpoMarorpami  BHIPOOYBaJIBHOTO — PO3YHHY
NOBUHEH CIIBIAJATH 3 YacOM YTPUMYBaHHs
OCHOBHOI'O 1119% Ha XpoMarorpami
CTaH/apPTHOTO DO3YMHY, fKi OTPHMAHO IIpH
BHKOHaHHI MOKa3HHKA «KinekicHe
BU3HAYEHHS
BwmicT Bou TM-2384 <3% m/M 1,1%
Cepenns Maca TM-2385 370 Mr 3% 369 mr
Posnapanns TM-2388 <30 xB 04 xB. 59 cexk.
PozunHeHHs TM-2390 Q=80 % 3a 30 xs. 93,4%
OnHopigHicTh TM-2391 Jns 10 ogunnms AV <15.0 AV.=43
JIO30BAHUX OJAVHHITH Jis 30 oquanme AV <15.0 Ta 1uis Beix
OJTMHHIIb
0,75M<xi<1,25M
KiyekicHe Bu3HaueHHs | TM-2392 95,0-105,0% M/M Bix 3asiBIEHOrO BMIiCTY 99,7%
CynyTHi toMinku TM-2393
- InnuBinyaneui <0,2% M/M He BuaBneno
. JOMILLKH
- Cyma nomimok <1,0% m/m - He Busienieno
3anunikoBi TM-2394
PO3UHHHHKH
- AueTon He 6impmie 1000 ppm | 53 ppm
InenTndikanis TM-2389
OGapBHHUKIB
- Turany miokcua
- Tect A 3’ ABNISAETHCS OPAHXKEBO-YEPBOHE 3a0apBIICHHS Binnosinae
-Tect b Cymimn Mae ¢ioneToBo-cuHe 3a6apBIeHAS Binmosinae
- Oxcup 3aiiza )XOBTHH 3’ ABNIAETHCS TEMHO-YEPBOHE 3a6apBIICHHS Bignosinae
Mikpobiosnoriuna TM-2395
YHCTOTA
-TAMC He 6inpuie 103 KOE/r |  OKOEIr
18* K. Marathon Ave
15351 Pallins

Crop.131




genepharm

-TYMC

He 6inpme 10? KOE/r

0 KOE/r

- E. coli

BigcytHicth B 1 T

Bincyrai

I uuM 3acBiguylo, IO 3a3HayYcHa BHLIE iHpopMallid € ZOCTOBIpHOIO Ta To4HOM. La cepia mpoaykty 6yna
BUTOTOBJICHA, BKJIIOYAlOYHM YNMAKOBKY Ta KOHTPOJIb SKOCTI Ha 3a3HAYCHHX IUIOIAJIKaxX (caifiTaX) y NMOBHIH
BianosigHocTi 3 BuMoramu GMP €C Tta MicueBoro Perymiorouoro oprany Ta crnemuikaiisMy, Mo
MICTATBCS Y IO3BOJII Ha mpomax abo y daini cnemudikamii nmpoaykmii [ms JKapchKuX 3aco0iB, MO
JOCHIIPKYIOTECS. 3anucy cepidHoi oOpoOKH, yIakoBKH Ta aHaJli3y fK I 3aCTOCOBAHO, OYJIM NEperyiaHyTi
Ta BU3HaHi BigmoBigHuMH GMP. Byns-saxi BimxuieHHs OynM OIIHEH! BiANOBIAHO IO BCTAHOBJICHHUX
BHYTPIIIHIMH IPOIEAYPAMH 3 KOHTPOJIIO SIKOCTI.

Jara: 02.12.2020

3aTBEpIKEHO:

YnoBHopaxeHa ocoba Hikonaoc I'paBoc, kepiBHUK Biiy

KOHTPOJIIO SIKOCTi, MaricTp XiMik

18* K. Marathon Ave
153 51 Pallins

Greece

Tel: (+30.210} 6039338
Fax [+30.210) 60.35.402

E-mail:into@oenepharm

Crop.131
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BATCH CERTIFICATE OF COMPLIANCE

(Confirmation according to current Annex 16 EU GMP-Guide)

Product Name: PINUP
Strength/ !’gtgnq: 20MG
Batch No.: 203363

~ Ra Chem Lot No.: ETDTD0038A
Expiratidn Date: 31/087262? k ;
Mfg. Instructions (Code/Vers.): TBMRT[?1 2-02
lmpdrting Country: UKRAINE

Total Units Released: 2541 boxes

Dosage Form: FILM COATED TABLETS

~ Product Code: 02-TFXN00200UA004GS
" Pack Size/ Type: BT X4 BL1X 4

_ Manufacturing Date: 26/08/2020

Pack. Instructions (Code/Vers.): MI-C-2148/Vers.: 01

~ MANo.: UA/18124/01/04

No. of Retained Samples: 9 boxes

AP! info: )
GSA Lo§ No.z N/A ;
Name: MSN ORGANICS PRIVATE LIMITED

" Address: SY.No.224/A, Bibinagar (Village), Bibinagar (Mandal)

Supplier's Lot No: TDM0320720

’

Yadadri Bhuvanagiri (District) Telangana, india.

Manufacturing Sitg Info:
Name: RA CHEM PHARMA LTD

Authorization No.: 23/RR/AP/2007/F/R

" Address: A-19/C, Road No. 18 IDA, Nacharam, Hyderabad -

500076, Telangana, India

~ GMP Certificate No.: 25252/10303054-0002

Name and position/title of person authorizing the batch
release, if applicable

N/A

Packaging Site Info:
Name: GENEPHARM S.A.

Authorization No.: 0000000073/20/1

Address: 18 km Marathon Avenue
15351 Pallini, Greece
GMP Certificate No.: 70926/3-6-2019

Name and position/title of person authorizing the batch
release, if applicable

N. GRAVOS
Head of Quality Control, Qualified Person

Testing and batch release Site Info:
Name: GENEPHARM S.A.

‘Authorization No.: 0000000073/20/1

Address: 18 km Marathon Avenue
15351 Pallini, Greece

" GMP Certificate No.: 70926/3-6-2019

Name and position/title of person authorizing the batch
release, if applicable

N. GRAVOS
Head of Quality Control, Qualified Person

Batch Deviation Inves;iygations:

iNmpacted meth,e changg)

Deviation Numbers Resolved

Yes [] No [] N/A
 Change ControlNo(s: . u
Implementation of a change control from this batch (first batch Yes (] No [ N/A

‘Comments: Commission Code (if reﬁuired & different from Product Code): N/A

hereby certify [X] confirm (] that the above information is authentic and accurate. The aforementioned batch 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 local Regulatory Authority, the valid Technical Agreement between Cantract Giver/ MAH and
Genepharm 5.A. and with the specifications in the Marketing Authorization for the product granted to the corresponding
Marketing Authorization Holder (MAH)/Contract Giver (CG), as approved by the Regulatory Authorities in the Territory or product
specification file for Investigational Medicinal products. The batch processing, packaging and analysis records were reviewed and
found to be in compliance with EU GMP. As therefore,

(0 The batch is Released for dispatch

B The batch is certified for Release for sale

taking into consideration that:

=~ MAH/CG is responsible for product transportation in a manner that does not adversely affect its quality and should be strictly as per
GDP guidelines.

= MAH/CGisresponsible to upload product-packaging data to the European Hub before the medicinal product is transferred to saleable

stock (in case of medicinal product harmonized with regulation 2016/161).
Qualified Pedigoelaos Gravos, MSc Chemist pate: ... 50 ... Signature: /lﬁ‘/

Head of Quality Centrel, Qualified Person

GENEPHARM S.A.

18* Km. Marathon Ave
153 51 Pallici

Geeece

Tel: (+30.2104 039336
Fax (+30.2103 $0.39.402

E-mail:info@genepharm.com

Zuvnpupévo No. 01
LP QA 008 /7 Ex8oon No 11
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PRODUCT: PINUP 20MG BT x4

i Batch No.: 203363

GSA Bulk Lot No.: 20100114
Ra Chem Bulk Lot No.:ETDTD0038A

Quantity: 2541 boxes

Exp. Date : 31/08/2023

Mfg Date : 26/08/2020

Pack. Date:27/11/2020

Mfg Instructions (Code/Vers.): TBMRTD12-02

Pack. Instructions (Code/Vers.): MI-C-2148/Vers.:01

M{g Site : RA CHEM PHARMA LTD

QC Testing and batch release Site : GENEPHARM S.A.

Pack. Site : GENEPHARM S.A.

Specification No.: PCR-0397

; Ref. Doc.: PRI 00801

CERTIFICATE OF ANALYSIS

-TESTS METHODS ] SPECIFICATION RESULTS
Appearance TM-2382 ¢ Yellow colored, caplet shaped, biconvex, film, coated Complies
. tablet, debossed with “T20" on one side
Identification TM-2383
IR The IR absorption spectrum obtained from the sample Complies
! - should be concordant with the IR spectrum of the standard
HPLC | * The retention time of the major peak in the chromatogram  Complies
: i of the test preparation corresponds to that in the
i chromatogram of the standard preparation, as obtained in
. . the assay
Water content TM-2384 <3% w/w 1.1%
Average weight TM-2385 370mgq £3% 369mg
Disintegration TM-2388 <30 min 04min 59sec
Dissolution TM-2390 Q=80% at 30min 93.4%
Uniformity of dosage units (by TM-2391 For 10 units AV< 15.0 AV.=43
content uniformity) For 30 units AV < 15.0 and for all units
0.75M< xi £1.25M
Assay TM-2392 95.0 — 105.0% w/w of label claim 99.7%
Related substances TM-2393
Individual impurities <0.2% w/w N.D.
Total impurities <1.0% w/w N.D.
Residual solvents TM-2394
Acetone NMT 1000ppm 53 ppm
Identification of coloring agent TM-2389
Titanium dioxide
Test A An orange —red color develops Complies
Test B The mixture has a violet — blue color Complies
Ferric oxide yellow A deep red color develops Complies
Mcroblologleal quality « TAMC: TM-2395 NMT 10%cfu/g 0 cfu/g
TVMC: NMT 10%cfu/g 0 cfu/g
E.col: absenceini1g absent
| hereby certify that the above information is authentic and accurate. This batch of product has been manufactured, includin ackaging
and quality control at the above mentioned site(s) in full compliance with the GMP requirements of the EU and the loca gegulatory
-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 (SA procedures.
* APPROVED BY (QC Manager or QC Supervisor):
R : Nikolaos Era¢os .
DATE: X 22+ %7 ; HEEdC“QJE}k}' c::rc';khjf:us:i‘egl»ﬂ-
GENEPHARM S.A. Page 1 of 1
18* K. Marathon Ave
153 51 Pallies
Greece )
Tel: (+30210) 6039336 Sinvmauivo No. 02

Fax: (+30.210) 60.39.402
E-mail:infoZgerepharm.com

LP QA 008 / Exboam No 11




HAEPXJIIKCIIYXXBA
HEP/KABHA CJIIYXBA 3 JIIKAPCLKI/!X 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTHUKAMM Y KMIBCHKIN OBJIACTI

npocnekt Banepis Jlo6anoscwkoro, 51, M. Kuis, 03110, ten/daxkc: (044) 363-06-50
E-mail: dls.ko@dls.gov.ua,https://www.dls.gov.ua, Kox €JIPTIOY 37078774

BUCHOBOK
Npo sIKiCTb BBE3eHOro B YKpaiHy JlikapchKoro 3acoby

06.04.2021 Ne 12004/21/10

IITHAIT

(naiiMeHyBaHHS Nikapcbkoro 3acoby 3rifHO 3 peecTpauifHuM NMOCBiAYEHHsM)
Ta6JIeTKH, BKPHTI ILTIBKOBO10 060J10HK010, 10 20 MT, 110 4 TabIeTKH y Gaicrepi, no 1 6aicrepy
B KAPTOHHY HAYKy

(bopma BunycKy, NO3yBaHHS, BUI NAKYBaHHS NiKapceKOro 3acoly)

Howmep peecrpauiitioro nocsixuenis UA/18124/01/04 crpox nii peectpaniitioro nocsimuenns 05.06.2025

Cepis nikapcekoro 3aco6y Ne 203363 Kinbkicts BBe3eHOr0 Nikapcokoro 3acoby 2541
Bupo6uuk Jxenedapm CA, I'penist
(HaliMeHyBaHHS BUPOOHHKA TiKAapPCLKOTO 3ac00y, kpaiHa OXOMKEHHs)
Beesero B Vpainy CuinbHe yKpaiHChKO-€CTOHCLKC NiANPHEMCTBO y dopmi ToBapucrea
3 oOmesxenomo BinnosinambHicTo "OnTiMa-Dapm, JITA", inent. xon:
21642228

(nalimenysanns Ta koz 3a €APTIOY 10puau4Hoi 0c06H 260 npisBuine, iM'a, N0 6aTbKoBI Qiznunoi
ocobu - mianpueMu, if MicLe npoxuBaHHA TA peecTpauifinuii Homep 061iKOBOT KapTKH MIATHHKA
nozarkis abo cepist Ta Homep nacnopra)

ITporokon Bisyannuoro xontpomio six 06.04.2021 Ne 0725/1.

3a pesynsTaTaMH JEPKAaBHOTO KOHTPONIO BCTAHOBNEHO, IO nikapchkuit  3aci6 BBeseHo B Vikpaimy 3

IIOTpl/IMaIru:l‘gM».Wor 3aKOHONABCTBA MO0 3a6e3nedeHls qKoCTi JliKapchKHX 3acoBiB.
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