AEPXKABHA CJIYKBA 3 JIIKAPCBKUX 3ACOBIB
TA KOHTPOJIIO 3A HAPKOTUKAMM y m. KHEBI

npos. Haaii Ceitnnunoi, 3, 02099, ten. (044) 295-26-85
E-mail: dIs.kyiv@dls.gov.ua, Koa €EAPIIOY 37079055

BHUCHOBOK
Npo SKicTE BBE3eHOro B YKpaiHy JikapcbKoro 3aco0y
21.11.2023 Ne 59339/23/2611
ITPETAJIIKA

(HaHMenyBaHns nikapchkoro 3aco6y 3riJiHo 3 peecTpauiifiHHM MOCBiA4EHHAM)
Kkancyau Teepai no 150 mr, mo 10 kancyn y 6aicrepi; no 2 6Jicrepu B KapTouHiil Kopooui

(thopma BrnycKy, 103yBAHHA, BUL NAKyBaHHA Aikapcekoro 3acoby)
Homep peectpauiitioro noceinuenns UA/19604/01/02 ctpok aii peectpauiitnoro nocsinuenns 16.08.2027
Cepin nikapcbkoro 3acoby Ne 1308961 KinskicTs Bee3eHoro nikapcekoro 3acoby 5000

BupoGHuk OAPMATEH IHTEPHELIHJI CA, I'peris

(HaliMenysanns BUpoGHHKa Nikapchkoro 3acoBy, kpalna noxo/ukenns)

Beeseno B YkpaiHy TOBAPUCTBO 3 OBME>KEHOIO BIAITIOBIAAJIBHICTHO
"BYCT ®APMA", ineur. xoa: 44107410

(nakimenysanus Ta koa 3a €JIPTIOY iopuanusoi ocobu abo npissuuie, imM'a, 1o Garbkosi diznyunol
ocolu - nianpHemus, i Micue npokuBanHs Ta peecTpauifinuii Homep 00NIKOBOT KAPTKH [1ATHHKE
nosarkis abo cepis Ta HoMep nacnopra)

MpoTtokon Bisyansuoro kontpomio sia 21.11.2023 Ne 3690/5.

3a pe3sysbTaTaMH [EPKABHOrO KOHTPOJIO BCTaHOBJIEHO, ikapcbkuil 3aci6 BBeseHo B Ykpainy 3

AOTPHMAHHAM BHUMOT 3aKOHOAABCTBA W00 3abe3neyeHH: b i nikapceKkuX 3aco0iB.
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AEPXABHA CJIYXBA 3 JIIKAPCHKUX 3ACOBIB
TA KOHTPOJIIO 3A HAPKOTHKAMM y m. KHEBI

npos. Hanii Ceitanynot, 3, 02099, ten. (044) 295-26-85
E-mail: dis.kyiv@dls.gov.ua, Koa €EIPTIOY 37079055

BUCHOBOK
Npo AKICTH BBe3eHOro B Y KpaiHy JlikapcbKoro 3acoby
10.11.2023 Ne 57500/23/26
INPETAJIIKA

(naiiMenysanHs nikapcbkoro 3acofy 3riHO 3 peecTpauiiHMM NOCBIAMEHHAM )
KancyJau Tepai, mo 150 mr no 10 kancya y duicrepi, no 2 6Jicrepu B KapToHHil Kopo6ui

(hopma BunyCKY, 103y BAHHA, BHI NaKyBaHHs Jlikapcskoro 3acoby)
Homep peecrpauiitnoro noceiauenns UA/19604/01/02 crpox aii peecrpauiittoro nocsiauenns 16.08.2027
Cepis nikapcukoro 3acoby Ne 1308961 KinbkicTs BBe3eHoro nikapeskoro 3acoby 5000

BupoGHuk DAPMATEH IHTEPHELHIJI CA, I'peuis

(HalimeHyBaHHs BUpOOHHKA JiKapchkoro 3acoly, Kpaila NoXo/UKEHHA)

BseseHo B Y kpaiHy Tosapuerso 3 obmesxkenolo Bianosinaasnictio "BYCT ®APMA",
inent. kon: 44107410

(naitMeHyBanna Ta koa 3a €JIPTIOY opuanunoi ocobu abo npiseuue, im'a, no Garbkosi
disnunoi 0cobH - nianpremus, ii Micue NPOXHBAHHA Ta peecTpauifinui Homep obiikosoi
KApTKH nnaaThkka noaatkis abo cepis Ta HoMep nacriopra)

Mpotokon sisyansnoro kontpoato sia 10.11.2023 Ne 3568/3.

3a pesynbTaTaMH €PKABHOrO KOHTPOJIO BCTAHOBJIEHO, WO Jikapchkuit 3aci6 BBe3eHo B YKpaiHy 3
AOTPHMAHHSAM BHMOL 32KOHOJABCTBA OO 3a0e3nedenHs AKOCTY JJiKapchKHX 3aco0is.

Hauanbs = \ Muxkona XOJIOAEHKO
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4 Pharmathen

Innovation inspired by life

[ata empobHuurea: 01-09-2023

Bupo6Huya cepia: 1307420
Cepia A®I:
Bupo6HuK:
3BiT npo sigxuneHHa: M HI

MEPEBIPKA

Onwmc

CepepgHa maca Ta
opHOpigHICTE MacK

BrpaTti npu BucywysaHHi

PosnaganHa

lgenmdikauin

Bmicr

CynyTHi gomiwikm

EnaHTioMmepHa YMcTOTa
PosunHeHHA

OpHopigHicTe gosoBaHUX
oAVHULBL

MikpobHe 3abpyaHeHHA

BignosiganobHuii 3a
KOHTPO/b AKOCTI

*HMB (BDL) - Hmxue mexi BuaeneHHs / Below Detection Limit
BQL - Huxue KinbKicHoi mexi / Below Quantifiable Limit
LOQ - PiBeHb KinbKicHoro susHayeHHAa / Level of Quantitation
LOD - Mexa suasneHHs / Limit of Detection
N/A - He 3acTocoByeTbea / Not Applicable

1350372, 1350373
G®APMATEH IHTEPHELLHA C.A.

Koa: CoAQMOO1PRE7S_MISTRAL_UA
Bepcia: 001

[ata: 27.10.2023
Prepared by: Hara Vlachou
Approval: Voula Chamosfakidi

CEPTU®DIKAT AHANIZY
MPETANIKA, kancynm Teepgi no 150 mr, MPETABAJIH
TepmiH npugaTtHocTi: 08-2026
Poamip cepii: 1 000 000 KATCYAN

MocTtayanbHuK ADL:

MakyBaHHA:

Cepina: 1308961

CAYPAB
®APMATEH IHTEPHELLH/ C.A.

O TAK (38im npo sidxuneHHa dodaembca)

TEXHIYHI XAPAKTEPUCTUKH

Binuii nopolwok y Teepdii *enaTuHosii Kancyni 3 6inum Kosnaukom i

6inum kopnycom, 3 Bigbutkom «150» Ha Tini
240,0 mr +5 % (228,0 - 252,0 mr)

He 6inbw 2-x oAMHWUb iHAWBIAYANbHUX MaC MOMYTb MaTH BiAXWUNEHHA
Big cepen-Hboi macw Binbu, Hix Ha 10 %, ogHa iHauBigyanbHa maca

He MoXKe MaTu siaxuneHHa binbw, Hix Ha 20 %
He 6inbwe 6,0%

He 6inbwe 15 x8

1. Yacyrpumannsa (RT) niry MNperabaniHy B po3umHi 3paska no

BiAHOLWEHHIO A0 CTaHAapTHOro po3unHy ctaHoeuTe RRT=1,0+0,1.

2. 4-cnekTp 3paska signosigae 14-cnekTpy cTaHAapTY.

BEPX
95,0 - 105,0% sig 3assneHoi KinbkocTi MNperabaniHy

Oomiwka A £0,2%
Oomiwka B £0,2%
Oomiwka C<0,2%
Oomiwka E £0,2%
Bbyab-Aka iHaMBigyanbHa Heeigoma gomiwka < 0,2%
Oomiwka D £0,2%
Cyma pomiwok £ 1,0%

Hdomiwka F £0,2%

Bianosigae sumoram Espon. ®apm. (S1, S2, S3): piseHb S1: %
BMBIZIbHEHHA ANA KOMHOT 0AMHMUI He meHwW, Hix Q+5% 3a 15 xs.
(Q-85%)

Bianosigae notouHiii pegakuii Ph.Eur (npeacrasnsae L1, 12)
PieeHb L1: MNpuidiHATHe 3HaueHHA He Binbwe 15
TAMC: makc. 10 *KYO/r
TYMC: makc. 10 2KYO/r
E.Coli: BigeyTHicTs/r

ND - He suasneHo / Not Detected

Pharmmathen Intemational S A.

PE3Y/IbTATU
Bignosinae

238,2 mr
Min.: 225,2 mr
Makec.: 258,1 mr
Bianosinae
1,4%

01',55"-03,07”

1.RRT=1,0
2. Mo3ntneHMiA

101,3%

Oomiwka A: ND(LOD=0,0001%)

Jomiwka B: 0,0%
Domiwka C: ND(LOD =0,003%)
Jdomiwka E: 0,0%
Byapb-aka iHAuBigyanbHa
Hesigoma: BQL(LOD =0,04%)
Domiwka D ND(LOD =0,008%)
Cyma gomiwok:0,2%

ND(LOD =0,03%)
96%

MiH.:95%
Makc.:97%

AV:7

TAMC: ND KYO/r
TYMC: ND KYO/r
E.Coli: BigcyTHa/r

[aTta sunycky:
24-10-2023

EIPIHI KABAJIAM
KoHTponb npoaykuii
AnA ekcnopty KepisHuk/YnoBHoBaxeHa ocoba
dapmareH IHTepHewHn C.A.

/Nignuc/ 27/10/2023

Headquarters-Manufpctuiing site: Sapes Industrial Area, Str. Block 5, Perfecture of Rjodopi, Greece, t +30 25320 31280, f +30 25320 31571'
Registered seat: 4 Dervenakion str,, 153 51 Pallini, Athens, Greece, t +30 210 6604 300, f +30 210 6666 749

www pharrnathen com

Prepared by: Kyriaki Efkarpidou



’ Pharmathen Koa: CoCQMO01MISTRAL_UA

g ; Bepcia: 001
Innovation inspired by life ,[],aFT)a- 25.05.2021

CEPTU®IKAT BIANOBIAHOCTI
roToBOro NPOAYKTY

HA3BA NPOOYKLIT: MNPEFANIKA, Kancynu Teepgi no 150 mr, MPETABANIH

NIKAPCbKA ®OPMA: Kancynu CUNA Al : 150mr
PO3MIP | TUN YNAKOBKMW: Ynak x 2 Bnictepu x 10 Kancyn

KINbKICTb: 20 283 YINAK

KPATHA-IMMOPT: MICTPAN YKPATHA

PEECTPALLIHE MOCBIAYEHHA Ne: UA/19604/01/02

HOMEP CEPII BULK: 1307420

®IHANBHWIA HOMEP CEPII: 1308961

OATA BUTOTOB/IEHHA: 01-09-2023 TEPMIH NPHUAOATHOCTI : 08-2026

SAPMATEH IHTEPHELLUHA CA, Inagactpian Napk Canec NpedekTypa Poaoni, bnok Ne5,

BMPOBHWYA AINbHULUA Ta ii agpeca:
A u Ap Pogaoni, 69300, Mpeujn

No GMP-ceptudikar / No MIA: 323129/31-3-2023 / 0000007311/23/2

ANbHUUA BIANOBIAANBHA 3A AHANI3 SAPMATEH IHTEPHELUHA CA, IHgacTpian Mapk Canec NpedekTtypa Pogoni, bnok Ne5,
Ta il agpeca: Popaoni, 63300, Mpeujn

GMP-ceptudikat No / MIA No: 323129/31-3-2023 / 0000007311/23/2

BUPOBHUK, BIANOBIAANBHUNA 3A SAPMATEH IHTEPHELLUHA CA, IngacTpian Mapk Canec NpedekTypa Pogoni, bnok Ne5,
MAKYBAHHA Ta ioro agpeca: Pogoni, 69300, Mpeuia

GMP-ceptudikat No / MIA No: 323129/31-3-2023 / 0000007311/23/2

BUPOBHUK, BIANOBIAANBHUMA 3A SAPMATEH IHTEPHELUHA CA, IHgactpian Napk Canec NpedekTtypa Poaoni, bnok Ne5,
BUNYCK CEPII 1a iioro agpeca: Poponi, 69300, Mpeujna

GMP-ceptudikat No / MIA No: 323129/31-3-2023 / 0000007311/23/2

HOMEP CEPII API: 1350372, 1350372 / CAYPAB

MPEFABAJIIH (CAYPAB)
CAYPAB YEMIKANC NIMITEL BXATBAHMYPA, BAPBAJIA POY/[ 140507 OEPABACI,

BUPOBHUWK A®I Ta ioro agpeca: b
CAXIB3AJA (konuwHin MOXA/I) DS

IHAIA
PE3Y/IbTAT AHANI3Y: CepTudikaTt aHanisy roToBoi NpoayKuil 40AaETbCA.
KOMEHTAPI / 3AYBAMEHHA: -N/A-

BIOXWITEHHA: O TAK M HI

KinbKiCTb JOKYMEHTIB, L0 A04aKThCA:

LMm A niaTBepaxyto, Wo 3a3HayeHa iHbopMaLjiA € 4OCTOBIPHOK Ta TOYHOIO.

3anucK cepiitHoi 06pobKK, YyNakoBKK Ta aHaniay Bynu nepernAHyTi Ta BU3HaHI BigNOBiAHMMMK A0 BuMOT HanemHoi BUpobHMYoi MNpakTuKK
(GMP).

LA cepia npoaykTy, BKNOYaouM AP, 6yna BUroTOBNEHA, BK/TIOYAOYM YNIAKOBKY Ta KOHTPO/b AKOCTI Ha BULLL@3a3HAYEHUX [iNAHKAX, Y NOBHIiA
BignoeigHocTi 4o Bumor GMP Ta BUmor micuesux PerynatopHux OpraHie, a Takox Ao crneumdikalii niueHsii Ha Nnpogax, i BUNyLWeHa.

Im's
YnosHoBaeHa ocoba: EIPIHI KABAﬂAﬁ
KoHTponb npoaykuii
Nignuc ana ekcnopty KepieHuk/YnoeHosaxeHa ocoba
YnosHoBaxeHoi ocobu: dapmarteH IHTepHewHn C.A.
/Mignuc/ 27/10/2023

AaTta sunycky: 24-10-2023

Pharmathen Intemational S A.

Headquarters-Manufpctuiing site: Sapes Industrial Area, Str. Block 5, Perfecture of Rjodopi, Greece, t +30 25320 31280, f +30 25320 31571’
Registered seat: 4 Dervenakion str,, 153 51 Pallini, Athens, Greece, t +30 210 6604 300, f +30 210 6666 749

www_pharmnathen.com

Prepared by: Kyriaki Efkarpidou



4 Pharmathen

Innovation inspired by life

Code: CoAQMO01PRE150_MISTRAL_UA
Version: 001

Date: 27/10/2023

Prepared by: Hara Vlachou

Approval: Youla Chamosfakidi

CERTIFICATE OF ANALYSIS

PREGALICA Pregabalin 150mg Capsules

Man. Date: 01-09-2023

Expiry Date: 08-2026

Pack Lot: 1308961

Manuf. Lot: 1307420

Batch Size: 1.000.000CAPS

Active Ingredient Lot: 1350372, 1350373

Active Ingredient Supplier: SAURAV

Man. Site: PHARMATHEN INTERNATIONAL S.A.

Pkg. Site: PHARMATHEN INTERNATIONAL S.A.

Deviation Report: # NO [ YES (the deviation report is attached)
Controls Specifications Results
White powder in a White cap and White body hard
Appmaraliice gelatin capsule, imprinted with ‘150" on the body Conforms
240.0 mg +5%
238.2mg
(228.0mg - 252.0mg) .
a::; augr?i:g::fig Not more than 2 of the individual masses deviate ::;2 zzgssﬁnnlg
from the average mass by more than 10% and none ot
: Conforms
deviates by more than 20%.
Loss on drying NMT 6.0% 1.4%
Disintegration NMT 15min O 55"« B3 07
1. Retention time (RT) of Pregabalin peak in
the sample solution in relation to the 1. RRT =1.0
Identification standard solution is RRT = 1.0 = 0.1.
2. IR Spectrum of sample corresponds to IR 2. Positive
spectrum of standard.
Assay 95.0-105.0% of the stated amount of Pregabalin 101.3%

Related Substances

Impurity A NMT 0.2%
Impurity B NMT 0.2%
Impurity C NMT 0.2%
Impurity E NMT 0.2%
Any Individual Unknown NMT 0.2%
Impurity D NMT 0.2%
Total NMT 1.0%

Impurity A: ND(LOD=0.0001%)
Impurity B: 0.0%
Impurity C: ND(LOD=0.003%)
Impurity E: 0.0%

Any Individual Unknown:
BQL(LOQ=0.04%)
Impurity D: ND(LOD=0.008%)
Total: 0.2%

Enantiomeric purity

Impurity F NMT 0.2%

ND(LOD=0.03%)

Comply with Ph.Eur current edition

4 . 96%
; : (introducing 51,52, S3): s
Dissolution $1 level: % Dissolved of each unit is not less than Q !':t\;: zgi
+5% at 15min (Q=85%) g
i Comply with Ph.Eur current edition
sifarity of (introducing L1,L2) AV: 7

Dosage units

L1 level: Acceptance Value NMT 15

Microbial
Contamination

TAMC: NMT 10° Cfu /g
TYMC: NMT 10% Cfu /g
E. Coli: Absence/g

TAMC: ND Cfu/g
TYMC: ND Cfu/g
E. Coli: Absence/g

Responsible for

Release Date: 24-10-2023

Pharmathen International S.A.

Headquarters-Manufacturing site: Sapes Industrial Area, Str. Block 5, Perfecture of Ro?&p&,ﬁtﬁp&%ﬁv

t +30 25320 31280, f +30 25320 31571
Registered seat: 4 Dervenakion str., 153 51 Pallini, Athens, Greece,
t +30 210 6604 300, f +30 210 6666 749

www.pharmathen.com

prepared by: Eleni Kamilari

EIRINI K ﬁADAl
ducls
xpor visor / QP
Pharmathen International S.A.

ITlto] jo23




% Pharmathen

Innovation inspired by life

Code: CoCQMOO1TMISTRAL_UA

Version: 001
Date: 25/05/2021

CERTIFICATE OF CONFORMANCE

FOR FINISHED PRODUCT

NAME OF PRODUCT:

DOSAGE FORM:

PACK SIZE AND TYPE:

QUANTITY:

IMPORTING COUNTRY:

PRODUCT MA No:

BATCH NUMBER BULK:

BATCH NUMBER FIN:

MANUFACTURE DATE:
MANUFACTURING SITE name & address

GMP-certificate No / MIA No:
ANALYSIS SITE name & address

GMP-certificate No / MIA No:
PACKAGING SITE name & address

GMP-certificate No / MIA No:
RELEASE SITE name & address

GMP-certificate No / MIA No:
BATCH NUMBER OF API:

APl MANUFACTURER

NAME AND ADDRESS:

RESULT OF ANALYSIS:
COMMENTS/REMARKS:
DEVIATIONS:

PREGALICA Pregabalin 150mg Capsules
Capsules STRENGTH:
Btx2Blistersx10Caps

20.283BT

MISTRAL UKRAINE

UA/19604/01/02

1307420

1308961

01-09-2023 EXPIRY DATE: 08-2026

Pharmathen International S.A. Industrial Park Sapes Rodopi
Perfecture, Block No 5, Rodopi 69300, Greece
323129/31-3-2023 / 0000007311/23/2

Pharmathen International S.A. Industrial Park Sapes Rodopi
Perfecture, Block No 5, Rodopi 69300, Greece

323129/31-3-2023 / 0000007311/23/2
Pharmathen International S.A. Industrial Park Sapes Rodopi
Perfecture, Block No 5, Rodopi 69300, Greece

323129/31-3-2023 / 0000007311/23/2
Pharmathen International S.A. Industrial Park Sapes Rodopi
Perfecture, Block No 5, Rodopi 69300, Greece

323129/31-3-2023 / 0000007311/23/2
1350372, 1350373 / SAURAV

150mg

PREGABALIN (SAURAV)
SAURAV CHEMICALS LIMITED
140507 DERABASSI, SAHIBZADA (ex.MOHALI) DS
INDIA

Certificate of analysis of finished product attached.
-N/A-
O YES

Attached number of documents:

¥ NO

| hereby certify that the above information is authentic and accurate.

The batch processing, packaging and analysis records were reviewed and found to be in compliance

with GMP.

This batch of product, including API, has been manufactured, including packaging and quality control
at the above mentioned sites in full compliance with the GMP requirements and the local Regulatory

Authority and with the specifications of the Marketing Authorization and is released.

Name of
Qualified Person:

Signature of
Qualified Person:

Date of Release: 24-10-2023

Pharmathen International S.A.

Pharmathen

EIRINI KABADAI
GOt visor / 0P

{ r
tor Expor o adloih Bk

27 (0 ]2023

Headquarters-Manufacturing site: Sapes Industrial Area, Str. Block 5, Perfecture of Rodopi,

Greecs,

t +30 25320 31280, f +30 25320 31571
Registered seat: 4 Dervenakion str., 153 51 Pallini, Athens, Greece,
t +30 210 6604 300, f +30 210 6666 749

www.pharmathen.com

prepared by: Eleni Kamilari

BHAGWANPURA, BARWALA ROAD
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AEPKABHA CJIYKBA 3 JIIKAPCBKHUX 3ACOBIB
TA KOHTPOJIIO 3A HAPKOTUKAMM y m. KUEBI

npos. Hanii Ceitnuunot, 3, 02099, Ten. (044) 295-26-85
E-mail: dls.kyiv@dls.gov.ua, Kog €ZIPTTIOY 37079055

BUCHOBOK
Npo AKICTHL BBE3€HOro B Y KpaiHy JliKapcbKOro 3acody

15.10.2024 Ne 53808/24/26

IPETAJIIKA

(nafimenyBaHua Nikapcekoro 3aco0y 3riHo 3 peecTpauifHuM noceigueHnsm)
Kancyau Teepai mo 150 mr; no 10 kancya y 6aicrepi; no 2 6aicrepn B KapToOHHIH KopoOui

(dopma BHMYCKY, AO3YBAHHS, BHI NaKyBaHHA Jikapcekoro 3acoby)
Howmep peectpauiiinoro nocsimuenns UA/19604/01/02 crpok ait peectpauiitnoro noceinuenns 16.08.2027
Cepis nikapcekoro 3acoby Ne 1404658 KinbkicTb BBe3eHoro nikapcskoro sacoby 9000

BupoGHuk OAPMATEH IHTEPHEIIHJI CA, I'penis

(HaliMeHyBaHHs BUpoOHHKa Nikapcskoro 3acoly, kpaiHa NoXomKeHHs)

Beeseno B Vkpainy TOBAPUCTBO 3 OBMEKEHOIO BIITTIOBIIAJIBHICTIO
"BYCT ®APMA", inenr. xon: 44107410

(naiimenyBanHs Ta kol 3a €IPTIOY iopuanynoi ocobu abo npissruue, im'a, no 6arekosi diznunol
ocobu - nianpuemus, il Miclie NPpoXKUBAHHA Ta peecTpauiiinuil Homep 061ikoBOT KAPTKH NAAaTHHKA
noaartkis abo cepis Ta HOMep nacnopTa)

INporokon Bisyanbnoro kourpomo Bia 15.10.2024 Ne 3547/4.

3a pesyneTaTaMH [EPKABHOIO KOHTPON HOB/IEHO, WO Jikapcbkuii 3acid BeeseHo B YkpaiHy 3

Mukona XOJIOJEHKO

(iniuianu Ta npissuie)




4 Pharmathen

Innovation inspired by life

[ata empobHuurea: 01-09-2023

Bupo6Huya cepia: 1307420
Cepia A®I:
Bupo6HuK:
3BiT npo sigxuneHHa: M HI

MEPEBIPKA

Onwmc

CepepgHa maca Ta
opHOpigHICTE MacK

BrpaTti npu BucywysaHHi

PosnaganHa

lgenmdikauin

Bmicr

CynyTHi gomiwikm

EnaHTioMmepHa YMcTOTa
PosunHeHHA

OpHopigHicTe gosoBaHUX
oAVHULBL

MikpobHe 3abpyaHeHHA

BignosiganobHuii 3a
KOHTPO/b AKOCTI

*HMB (BDL) - Hmxue mexi BuaeneHHs / Below Detection Limit
BQL - Huxue KinbKicHoi mexi / Below Quantifiable Limit
LOQ - PiBeHb KinbKicHoro susHayeHHAa / Level of Quantitation
LOD - Mexa suasneHHs / Limit of Detection
N/A - He 3acTocoByeTbea / Not Applicable

1350372, 1350373
G®APMATEH IHTEPHELLHA C.A.

Koa: CoAQMOO01PRE150_MISTRAL_UA
Bepcia: 001

[ata: 27.10.2023
Prepared by: Hara Vlachou
Approval: Voula Chamosfakidi

CEPTU®DIKAT AHANIZY
MPETANIKA, kancynm Teepgi no 150 mr, MPETABAJIH
TepmiH npugaTtHocTi: 08-2026
Poamip cepii: 1 000 000 KATCYAN

MocTtayanbHuK ADL:

MakyBaHHA:

Cepin: 1404658

CAYPAB
®APMATEH IHTEPHELLH/ C.A.

O TAK (38im npo sidxuneHHa dodaembca)

TEXHIYHI XAPAKTEPUCTUKH

Binuii nopolwok y Teepdii *enaTuHosii Kancyni 3 6inum Kosnaukom i

6inum kopnycom, 3 Bigbutkom «150» Ha Tini
240,0 mr +5 % (228,0 - 252,0 mr)

He 6inbw 2-x oAMHWUb iHAWBIAYANbHUX MaC MOMYTb MaTH BiAXWUNEHHA
Big cepen-Hboi macw Binbu, Hix Ha 10 %, ogHa iHauBigyanbHa maca

He MoXKe MaTu siaxuneHHa binbw, Hix Ha 20 %
He 6inbwe 6,0%

He 6inbwe 15 x8

1. Yacyrpumannsa (RT) niry MNperabaniHy B po3umHi 3paska no

BiAHOLWEHHIO A0 CTaHAapTHOro po3unHy ctaHoeuTe RRT=1,0+0,1.

2. 4-cnekTp 3paska signosigae 14-cnekTpy cTaHAapTY.

BEPX
95,0 - 105,0% sig 3assneHoi KinbkocTi MNperabaniHy

Oomiwka A £0,2%
Oomiwka B £0,2%
Oomiwka C<0,2%
Oomiwka E £0,2%
Bbyab-Aka iHaMBigyanbHa Heeigoma gomiwka < 0,2%
Oomiwka D £0,2%
Cyma pomiwok £ 1,0%

Hdomiwka F £0,2%

Bianosigae sumoram Espon. ®apm. (S1, S2, S3): piseHb S1: %
BMBIZIbHEHHA ANA KOMHOT 0AMHMUI He meHwW, Hix Q+5% 3a 15 xs.
(Q-85%)

Bianosigae notouHiii pegakuii Ph.Eur (npeacrasnsae L1, 12)
PieeHb L1: MNpuidiHATHe 3HaueHHA He Binbwe 15
TAMC: makc. 10 *KYO/r
TYMC: makc. 10 2KYO/r
E.Coli: BigeyTHicTs/r

ND - He suasneHo / Not Detected

Pharmmathen Intemational S A.

PE3Y/IbTATU
Bignosinae

238,2 mr
Min.: 225,2 mr
Makec.: 258,1 mr
Bianosinae
1,4%

01',55"-03,07”

1.RRT=1,0
2. Mo3ntneHMiA

101,3%

Oomiwka A: ND(LOD=0,0001%)

Jomiwka B: 0,0%
Domiwka C: ND(LOD =0,003%)
Jdomiwka E: 0,0%
Byapb-aka iHAuBigyanbHa
Hesigoma: BQL(LOD =0,04%)
Domiwka D: ND(LOD =0,008%)
Cyma gomiwok:0,2%

ND(LOD =0,03%)
96%

MiH.:95%
Makc.:97%

AV:7

TAMC: ND KYO/r
TYMC: ND KYO/r
E.Coli: BigcyTHa/r

[aTta sunycky:
03-06-2024

EIPIHI KABAJIAM
KoHTponb npoaykuii
AnA ekcnopty KepisHuk/YnoBHoBaxeHa ocoba
dapmareH IHTepHewHn C.A.

/Nignuc/ 03/06/2024

Headquarters-Manufpctuiing site: Sapes Industrial Area, Str. Block 5, Perfecture of Rjodopi, Greece, t +30 25320 31280, f +30 25320 31571'
Registered seat: 4 Dervenakion str,, 153 51 Pallini, Athens, Greece, t +30 210 6604 300, f +30 210 6666 749

www pharrnathen com

Prepared by: Kyriaki Efkarpidou
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CEPTU®IKAT BIANOBIAHOCTI
roToBOro NPOAYKTY

HA3BA NPOOYKLIT: MNPEFANIKA, Kancynu Teepgi no 150 mr, MPETABANIH

NIKAPCbKA ®OPMA: Kancynu CUNA Al : 150mr
PO3MIP | TUN YNAKOBKMW: Ynak x 2 Bnictepu x 10 Kancyn

KINbKICTb: 9 807 YMNAK

KPATHA-IMMOPT: MICTPAN YKPATHA

PEECTPALLIHE MOCBIAYEHHA Ne: UA/19604/01/02

HOMEP CEPII BULK: 1307420

®IHANBHWIA HOMEP CEPII: 1404658

OATA BUTOTOB/IEHHA: 01-09-2023 TEPMIH NPHUAOATHOCTI : 08-2026

SAPMATEH IHTEPHELLUHA CA, Inagactpian Napk Canec NpedekTypa Poaoni, bnok Ne5,

BMPOBHWYA AINbHULUA Ta ii agpeca:
A u Ap Pogaoni, 69300, Mpeujn

No GMP-ceptudikar / No MIA: 323129/31-3-2023 / 0000007311/23/2

ANbHUUA BIANOBIAANBHA 3A AHANI3 SAPMATEH IHTEPHELUHA CA, IHgacTpian Mapk Canec NpedekTtypa Pogoni, bnok Ne5,
Ta il agpeca: Popaoni, 63300, Mpeujn

GMP-ceptudikat No / MIA No: 323129/31-3-2023 / 0000007311/23/2

BUPOBHUK, BIANOBIAANBHUNA 3A SAPMATEH IHTEPHELLUHA CA, IngacTpian Mapk Canec NpedekTypa Pogoni, bnok Ne5,
MAKYBAHHA Ta ioro agpeca: Pogoni, 69300, Mpeuia

GMP-ceptudikat No / MIA No: 323129/31-3-2023 / 0000007311/23/2

BUPOBHUK, BIANOBIAANBHUMA 3A SAPMATEH IHTEPHELUHA CA, IHgactpian Napk Canec NpedekTtypa Poaoni, bnok Ne5,
BUNYCK CEPII 1a iioro agpeca: Poponi, 69300, Mpeujna

GMP-ceptudikat No / MIA No: 323129/31-3-2023 / 0000007311/23/2

HOMEP CEPII API: 1350372, 1350373 / CAYPAB

MPEFABAJIIH (CAYPAB)
CAYPAB YEMIKANC NIMITEL BXATBAHMYPA, BAPBAJIA POY/[ 140507 OEPABACI,

BUPOBHUWK A®I Ta ioro agpeca: b
CAXIB3AJA (konuwHin MOXA/I) DS

IHAIA
PE3Y/IbTAT AHANI3Y: CepTudikaTt aHanisy roToBoi NpoayKuil 40AaETbCA.
KOMEHTAPI / 3AYBAMEHHA: -N/A-

BIOXWITEHHA: O TAK M HI

KinbKiCTb JOKYMEHTIB, L0 A04aKThCA:

LMm A niaTBepaxyto, Wo 3a3HayeHa iHbopMaLjiA € 4OCTOBIPHOK Ta TOYHOIO.

3anucK cepiitHoi 06pobKK, YyNakoBKK Ta aHaniay Bynu nepernAHyTi Ta BU3HaHI BigNOBiAHMMMK A0 BuMOT HanemHoi BUpobHMYoi MNpakTuKK
(GMP).

LA cepia npoaykTy, BKNOYaouM AP, 6yna BUroTOBNEHA, BK/TIOYAOYM YNIAKOBKY Ta KOHTPO/b AKOCTI Ha BULLL@3a3HAYEHUX [iNAHKAX, Y NOBHIiA
BignoeigHocTi 4o Bumor GMP Ta BUmor micuesux PerynatopHux OpraHie, a Takox Ao crneumdikalii niueHsii Ha Nnpogax, i BUNyLWeHa.

Im's
YnosHoBaeHa ocoba: EIPIHI KABAﬂAﬁ
KoHTponb npoaykuii
Nignuc ana ekcnopty KepieHuk/YnoeHosaxeHa ocoba
YnosHoBaxeHoi ocobu: dapmarteH IHTepHewHn C.A.
/Mignuc/ 03/06/2024

Aata sunycky: 03-06-2024

Pharmathen Intemational S A.

Headquarters-Manufpctuiing site: Sapes Industrial Area, Str. Block 5, Perfecture of Rjodopi, Greece, t +30 25320 31280, f +30 25320 31571’
Registered seat: 4 Dervenakion str,, 153 51 Pallini, Athens, Greece, t +30 210 6604 300, f +30 210 6666 749

www_pharmnathen.com

Prepared by: Kyriaki Efkarpidou
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Code: CoAQMOO1PRE150_MISTRAL_UA
Version: 001

Date: 27/10/2023

Prepared by: Hara Vlachou

Approval: Youla Chamosfakidi

CERTIFICATE OF ANALYSIS

PREGALICA Pregabalin 150mg Capsules

Man. Date: 01-09-2023 Expiry Date: 08-2026

Pack Lot: 1404658

Manuf. Lot: 1307420

Batch Size: 1.000.000CAPS

Active Ingredient Lot: 1350372, 1350373

Active Ingredient Supplier: SAURAV

Man. Site: PHARMATHEN INTERNATIONAL S.A.

Pkg. Site: PHARMATHEN INTERNATIONAL S.A.

Deviation Report: ™ NO (I YES (the deviation report is attached)
Controls Specifications Results
White powder in a White cap and White body hard
AppERTANGR gelatin capsule, imprinted with ‘150" on the body Crpforms
240.0 mg +5%
238.2mg
(228.0mg - 252.0mg) i
:‘;g ?Jg;x?:: ig Not more than 2 of the individual masses deviate m;r; %Sgﬁmg
from the average mass by more than 10% and none Cc.)nforr.ns
deviates by more than 20%.
Loss on drying NMT 6.0% 1.4%
Disintegration NMT 15min 01" 55"~ 03 (7*
1. Retention time (RT) of Pregabalin peak in
the sample solution in relation to the 1. RRT = 1.0
Identification standard solution is RRT = 1.0 + 0.1.
2. IR Spectrum of sample corresponds to IR 2. Positive
spectrum of standard.
Assay 95.0-105.0% of the stated amount of Pregabalin 101.3%

Impurity A NMT 0.2%
Impurity B NMT 0.2%
Impurity C NMT 0.2%
Impurity E NMT 0.2%
Any Individual Unknown NMT 0.2%
Impurity D NMT 0.2%
Total NMT 1.0%

Related Substances

Impurity A: ND(LOD=0.0001%)
Impurity B: 0.0%
Impurity C: ND(LOD=0.003%)
Impurity E: 0.0%

Any Individual Unknown:
BQL(LOQ=0.04%)
Impurity D: ND(LOD=0.008%)
Total: 0.2%

Enantiomeric purity Impurity F NMT 0.2%

ND(LOD=0.03%)

Comply with Ph.Eur current edition
(introducing 51,52, S3):

96%

Dissolution 51 level: % Dissolved of each unit is not less than Q ::;r; ?;3?;2
+5% at 15min (Q=85%) 4
i A Comply with Ph.Eur current edition
\nitermity.of (introducing L1,L2) AV: 7

Dosage units L1 level: Acceptance Value NMT 15

TAMC: NMT 10° Cfu /g
TYMC: NMT 10? Cfu /g
E. Coli: Absence/g

Micraobial
Contamination

TAMC: ND Cfu/g
TYMC: ND Cfu/g
E. Coli: Absence/g

Responsible for
Quality Control

Release Date: 03-06-2024

Pharmathen International S.A.

t +30 25320 31280, f +30 25320 31571 e =n
Registered seat: 4 Dervenakion str., 153 51 Pallini, Athens, Greece, """

t +30 210 6604 300, f+30 210 6666 749
www.pharmathen.com

EIRINI
Canly

Headquarters-Manufacturing site: Sapes Indusirial Area, Sir. Block 5, l,‘f’rﬁrfecture;

yBADAI

1 15

o &Ho dopi, Greece
U5 ot oo

prepared by: Kyriaki Efkarpidou
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Code: CoCQMOOTMISTRAL_UA

Version: 001
Date: 25/05/2021

CERTIFICATE OF CONFORMANCE

| NAME OF PRODUCT:
DOSAGE FORM:
PACK SIZE AND TYPE:

| QUANTITY:

IMPORTING COUNTRY:

PRODUCT MA No:

BATCH NUMBER BULK:

BATCH NUMBER FIN:

| MANUFACTURE DATE:
MANUFACTURING SITE name & address

GMP-certificate No / MIA No:
ANALYSIS SITE name & address

GMP-certificate No / MIA No:
PACKAGING SITE name & address

GMP-certificate No / MIA No:
RELEASE SITE name & address

GMP-certificate No / MIA No:
BATCH NUMBER OF API:

APl MANUFACTURER

NAME AND ADDRESS:

RESULT OF ANALYSIS:
COMMENTS/REMARKS:
DEVIATIONS:

FOR FINISHED PRODUCT

'PREGALICA Pregabalin 150mg Capsules

Capsules STRENGTH:
BtxZBlistersx10Caps

9.807BT

MISTRAL UKRAINE

UA/19604/01/02

1307420

1404658

01-09-2023 EXPIRY DATE: 08-2026

Pharmathen International S.A. Industrial Park Sapes Rodopi
Perfecture, Block No 5, Rodopi 69300, Greece
323129/31-3-2023 / 0000007311/23/2

Pharmathen International S.A. Industrial Park Sapes Rodopi
Perfecture, Block No 5, Rodopi 69300, Greece

323129/31-3-2023 / 0000007311/23/2
Pharmathen International S.A. Industrial Park Sapes Rodopi
Perfecture, Block No 5, Rodopi 69300, Greece

323129/31-3-2023 / 0000007311/23/2
Pharmathen International S.A. Industrial Park Sapes Rodopi
Perfecture, Block No 5, Rodopi 69300, Greece

323129/31-3-2023 / 0000007311/23/2
1350372, 1350373 / SAURAV

150mg

PREGABALIN (SAURAV)
SAURAV CHEMICALS LIMITED
140507 DERABASSI, SAHIBZADA (ex.MOHALI) DS
INDIA

Certificate of analysis of finished product attached.
-N/A-
0 YES

Attached number of documents:

¥ NO

" | hereby certify that the above information is authentic and accurate.

The batch processing, packaging and analysis records were reviewed and found to be in compliance

with GMP.

This batch of product, including API, has been manufactured, including packaging and quality control
at the above mentioned sites in full compliance with the GMP requirements and the local Regulatory

Authority and with the specifications of the Marketing Authorization and is released.

Name of
Qualified Person:

Signature of
Qualified Person:

Date of Release: 03-06-2024

Pharmathen International S.A.

Headquarters-Manufacturing site: Sapes Industrial Area, Str. Block 5, Perfecture of Rodopi,

Greece,

t+30 25320 31280, f +30 25320 31571
Registered seat: 4 Dervenakion sir., 153 51 Pallini, Athens, Greece,
t +30 210 6604 300, f +30 210 6666 749

www.pharmathen.com

prepared hy: Kyriaki Efkarpidou
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