AEPKABHA CJIY)KBA 3 JIIKAPCBKUX 3ACOBIB
TA KOHTPOJIIO 3A HAPKOTHKAMM y m. KUEBI

npos. Hanii Ceitnnunoi, 3, 02099, Ten. (044) 295-26-85
E-mail: dIs.kyiv@dls.gov.ua, Kox €IPTIOY 37079055

BUCHOBOK
Npo sKicThL BBE3€HOro B YKpaiHy JikapcbKoro 3acody
21.11.2023 Ne 59338/23/26I1
IPET'AJIIKA

(HaiiMenyBania JiKkapcbKoro 3acoly 3riino 3 peccTpailiifHuM nocsiiMeHHIM)
Kancyau Teepai, mo 75 mr; no 10 kancyJ y 6aicrepi; no 2 GJicrepun B KapTouHii kopo6ui
(hopma suiycKy, 103yBaHHSA, BHI NAKyBAHHA TiKAPCLKOTo 3acoly)

Homep peectpauiiinoro nocsizuenns UA/19604/01/01 crpok aif peectpauifinoro nocsizyenna 16.08.2027
Cepisn nikapcekoro 3acoby Ne 1308962 KinskicTs BBe3enoro nikapcskoro 3aco6y 5000

Bupobiuk OAPMATEH IHTEPHELIHJI CA, I'peuis

(nakimenyBania BHpoOHMKA nikapcbKoro 3acolby, KpaiHa NnoXoKeHHs)

BBeseHo B Ykpainy TOBAPHUCTBO 3 OBMEXEHOIO BIAIMOBIIAJIBHICTIO
"BYCT ®APMA", ineur. xon: 44107410

(nalimenypanns Ta ko 3a €APTIOY wopuauunol ocoOu abo npissuule, iM'a, no 6atexosi dizuynol
0cobu - nianpHemus, it Micue npoxuBanig Ta peecTpauiiinuit Homep 06nikoBOT KAPTKH IATHHKA
noaarkis abo cepis Ta HoMep nacrnopra)

INpoTokon BisyansHoro kourpomo sin 21.11.2023 N 3690/4.

nikapcekuii  3aci® BBeleHo B YkKpainy 3

Ti JikapcbKHX 3acobiB.

3a pesyabTaTamMM  [EpXKAaBHOTO KOHTPOMIO BCTaHOBIEHO,
AOTPHMAHHHAM BHMOT 3aKOHO/IABCTBA LLOAO jabe3neyeHHs

IBan 3AJ/IBOPHUX

(ininianm Ta npissMiLe)

(nianmc)




AEPKABHA CJIY)KBA 3 JIIKAPCBKHUX 3ACOBIB
TA KOHTPOJIIO 3A HAPKOTUKAMH y m. KHEBI

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

BUCHOBOK
Npo sIKicTh BBE3€HOro B YKpaiHy JlikapcbKoro 3acooy
10.11.2023 Ne 57498/23/26
IPET'AJIIKA

(HaliMeHyBaHHS JiKapcbKOro 3aco0y 3riiHo 3 peecTpauiliHAM MOCBIAYEHHAM)
KancyJam Teepai, mo 75 mr; o 10 kancyJa y 6Jicrepi; mo 2 6Jricrepu B KapToHHil Kopooui

(opma Bunycky, 103yBaHHs, BUIL NAKYBAHHS NiKapcLKOro 3acody)
Homep peectpauiiinoro noceimuenns UA/19604/01/01 crpox nii peectpauiiinoro nocsinuenns 16.08.2027
Cepis nikapcskoro 3acoby Ne 1308962 Kinbkicts BBe3eHoro nikapeskoro 3saco6y 5000

BHpoGHHK OAPMATEH IHTEPHEIIIHJI CA, I'peuis

(HafiMeHyBanHs BHPOOHHKaA JiKapcbKoro 3acoly, KpaiHa noxXo/ukeHHs)

BeeseHo B VkpaiHy TosapucTBo 3 06Mesxenor0 BignosinauabHicTio "BYCT ®APMA",
inent. kox: 44107410

(HafimenyBanns Ta koa 3a CAPTIOY opnauunoi ocofn abo npizsuuie, iM's, no Garbkoni
(isnunoi ocobu - nianpuemus, ii Miclie NpoXxUBaHHA Ta peecrpaniitiuii Homep obnikonoi
KAPTKH [UIATHHKA 101aTKiB abo cepis Ta HOMep nacrnopta)

IMpoTokon BisyansHoro koutpomo sia 10.11.2023 Ne 3568/2.

3a pesyiabTaTaMM JIEPKABHOrO KOHTPOJIIO BCTAHOBJIEHO, MO JikapcbkWit 3aci6 BeeseHo B YikpaiHy 3

JOTPHMAHHSAM BUMOr 3aKOHOJABCTBA LIOMO 3a0e3neyeHHA AKOCTI JTikapepKHux 3acobiB.
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4 Pharmathen

Innovation inspired by life

Koa: CoAQMOO1PRE7S_MISTRAL_UA
Bepcia: 001

[ata: 27.10.2023

Prepared by: Hara Vlachou

Approval: Voula Chamosfakidi

CEPTU®DIKAT AHANI3Y

NPETANIKA, kancynm teepgi no 75 mr, MPEFTABAIH

[arta supo6Huurea: 21-08-2023
Bupo6Huua cepia: 1307302
Cepia A®I: 1350372
Bupo6HuK:

3BiT npo sigxuneHHa: M HI

G®APMATEH IHTEPHELLHA C.A.

TepmiH npugaTtHocTi: 07-2026 Cepina: 1308962
Poamip cepii: 1 000 000 KATCYAN
MoctayanbHuK AdI: CAYPAB

®APMATEH IHTEPHELLH/ C.A.

O TAK (38im npo sidxuneHHa dodaembca)

MakyBaHHA:

MEPEBIPKA TEXHIYHI XAPAKTEPUCTUKH PE3Y/IbTATU
Onme Binwit nopoluoK y TBepaijlt *enatmHoBin Ka‘ncym 3 6inum Kopnycom 'r‘a Bianosiaac
4epBOHO - MOMapaHYeBMM KOBMaUuKom, 3 Biabutkom «75» Ha Kopnyci.
120,0 mr +5 % (114,0 - 126,0 mr) 122,2 mr
CepepgHa maca Ta He 6inbw 2-x oAMHWUb iHAWBIAYANbHUX MaC MOMYTb MaTH BiAXWUNEHHA Min.: 118,2 mr
opHOpigHICTE MacK Big cepen-Hboi macw Binbu, Hix Ha 10 %, ogHa iHauBigyanbHa maca Makc.: 125,6 mr
He MoXKe MaTu siaxuneHHa binbw, Hix Ha 20 % Bianosinae
BrpaTti npu BucywysaHHi He 6inbwe 6,0% 2,1%

PosnaganHa

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.

lgenmdikauin

Bmicr

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

CynyTHi gomiwikm

byab-Aka iHamsigyanbHa Hesigoma gomiwka < 0,2%

EnaHTioMepHa YucTOTa

He 6inbwe 15 x8 01',45"-02,55"
1.RRT=1,0
2. Mo3ntneHMiA

BEPX 101,9%

Oomiwka A: ND(LOD=0,0001%)
Jomiwka B: 0,0%
Domiwka C: ND(LOD =0,003%)
Domiwka E: ND(LOD =0,0008%)
Byapb-aka iHAuBigyanbHa
Hesigoma: 0,1% (max)
Oomiwka D ND(LOD =0,008%)
Cyma pgomiwok:0,1%

Odomiwka A <0,2%
Oomiwka B £0,2%
Oomiwka C<0,2%
Domiwka E £0,2%

Jomiwka D £0,2%
Cyma pomiwok £ 1,0%

PosuMHeHHA

OpHopigHicTe gosoBaHUX
OAVHHULbL

MikpobHe 3abpyaHeHHA

BignosiganbHuii 3a
KOHTPO/b AKOCTI

Hdomiwka F £0,2%
Bianosigae sumoram Espon. ®apm. (S1, S2, S3): pieHb S1: %

BMBIZIbHEHHA A1A KOMHOT 0AMHMUI He meHwW, Hix Q+5% 3a 15 xB.

(Q =85%)
Bianosigae notouHiit pegakuii Ph.Eur (npegcrasnsne L1, 12)
PieeHb L1: MNpuidHATHe 3HaueHHA He binbwe 15
TAMC: make. 10 >KYO/r

TYMC: makc. 10 2KYO/r
E.Coli: BigcyTHicTs/r

*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

ND - He euasneHo / Not Detected

ND(LOD =0,03%)

94%
MiH.:93%
Makc.:95%

AV:5

TAMC: ND KYO/r

TYMC: ND KYO/r

E.Coli: BigcyTHa/r
[aTta sunycky:
24-10-2023

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

/Nignuc/ 27/10/2023

Pharmmathen 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 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 Teepai no 75 mr, MPEFABANIH

NIKAPCbKA ®OPMA: Kancynu CUNA Al : 75mr
PO3MIP | TUN YNAKOBKMW: Ynak x 2 Bnictepu x 10 Kancyn

KINbKICTb: 20 388 YMNAK

KPATHA-IMMOPT: MICTPAN YKPATHA

PEECTPALLIHE MOCBIAYEHHA Ne: UA/19604/01/01

HOMEP CEPII BULK: 1307302

®IHANBHWIA HOMEP CEPII: 1308962

OATA BUTOTOB/IEHHA: 21-08-2023 TEPMIH NPHUAOATHOCTI : 07-2026

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/ 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:

Lnm A niaTeepayto, Wo 3a3HayeHa iHbopmaljia € 4OCTOBIPHOI 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 YMAKOBKY Ta KOHTPO/b AKOCTI Ha BULLI@3a3HAYEHUX [iNAHKAX, Y NOBHIi
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



Code: COAQMOO1PRE7S_MISTRAL_UA
% Pharmathen Version: 01
Date: 27/10/2023
Innovation inspired by life Prepared by: Hara Vlachou

Approval: Voula Chamosfakidi

CERTIFICATE OF ANALYSIS

PREGALICA Pregabalin 75mg Capsules

Man. Date: 21-08-2023 Expiry Date: 07-2026 Pack Lot: 1308962
Manuf. Lot: 1307302 Batch Size: 1.000.000CAPS
Active Ingredient Lot: 1350372 Active Ingredient Supplier: SAURAV
Man. Site: PHARMATHEN INTERNATIONAL S.A.  Pkg. Site: PHARMATHEN INTERNATIONAL S.A.
Deviation Report: & NO UJ YES (the deviation report is attached)
Controls Specifications Results
White powder in a Swedish Orange cap and White
Appearance body hard gelatin capsule, imprinted with ‘75 on Conforms
the body
120.0 mg +5%
Average Mass & (114.0mg - 126,0mg) Mil::°2 %stm??mg
Kims: Uriiformit Not more than 2 of the individual masses deviate Max.‘ 125' 6m
Y from the average mass by more than 10% and none C c;nf or;'r15 8
deviates by more than 20%. e
Loss on drying NMT 6.0% 2.1%
Disintegration NMT 15min 01’ 45" - 02’ 55"
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 spectrum 2. Positive
of standard.
Assay 95.0-105.0% of the stated amount of Pregabalin 101.9%

Impurity A: ND(LOD=0.0001%)

Impurity A NMT 0.2% Impurity B: 0.0%

impurity B NMT 0.2%

Impurity C NMT 0.2% ﬂ;&?&%ﬂ&ﬂg’u{i}o b%%?’a?gé))
Related Substances Impurity E NMT 0.2% At Indtvidual Uniagwn:
Any Individual Unknown NMT 0.2% O e

Impurity D NMT 0.2%

Impurity D: ND(LOD=0.008%)
Total NMT 1.0% Total: 0.1%
Enantiomeric purity Impurity F NMT 0.2% ND(LOD=0.03%)
Comply with Ph.Eur current edition | 94%
: " (introducing 51,52, S3): i
Dissolution S1 level: % Dissolved of each unit is not less than Q ﬁ;: ?9?_;,;{;
+5% at 15min (Q=85%) ;
Comply with Ph.Eur current edition
U""""“L‘{’;i t';f ashge (introducing L1,L2) AV: 5
L1 level: Acceptance Value NMT 15
' TAMC: NMT 10° Cfu /g TAMC: ND Cfu/g
i o T TYMC: NMT 102 Cfu /g TYMC: ND Cfu/g
E. Coli: Absence/g E. Coli: Absence/g

Responsible for
Quality Control

Release Date: 24-10-2023

EIRINI KA ADAI
Pharmathen International S.A. Control Pr st'.::ssr QP

Headquarters-Manufacturing site: Sapes Industrial Area, Str. Block 5, Perfecture ofar$a8f!

t +30 25320 31280, f +30 25320 31571 Pharmathen International S.A.
Registered seat: 4 Dervenakion str., 153 51 Pallini, Athens, Greece, _97 {] !
t+30 210 6604 300, f +30 210 6666 749 0{2023

www.pharmathen.com prepared by: Eleni Kamilari




¢ Pharmathen

Innovation inspired by life

Code: CoCQMO01TMISTRAL_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 75mg Capsules
Capsules STRENGTH: 75mg
Btx2Blistersx10Caps

20.388BT

MISTRAL UKRAINE

UA/19604/01/01

1307302

1308962

21-08-2023 EXPIRY DATE: 07-2026

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 / SAURAY

PREGABALIN (SAURAV)
SAURAV CHEMICALS LIMITED BHAGWANPURA, BARWALA ROAD
140507 DERABASSI, SAHIBZADA (ex.MOHALI) DS

INDIA

Certificate of analysis of finished product attached.

-N/A-
Q 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.

RIN! KABADAI
& contwl,ﬁoducts

tor Export S ervisor / QP

Pharmathen internationa! S.A
Date of Release: 24-10-2023

21 liolz02s
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 str., 153 51 Pallini, Athens, Greece,
t +30 210 6604 300, f +30 210 6666 749
www.pharmathen.com

Name of
Qualified Person:

Signature of
Qualified Person:

prepared by: Eleni Kamilari
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Innovation inspired by life

Kog: CoAQMOO1PRE75_MISTRAL_UA
Bepcia: 001

Data: 27.10.2023

Prepared by: Hara Vlachou

Approval: Voula Chamosfakidi

CEPTU®IKAT AHANI3Y

MPEFANIKA, kancynu teepai no 75 mr, MPEFABANIH

Oara supobHuurea: 21-02-2024 Tepmin npuagartHocri: 01-2027 Cepia: 1404657
BupobHuua cepia: 1401322 Poamip cepii: 1 000 000 KANCY N
Cepin A®DI: 1350375 MocrayanbHUK ADI: CAYPAB

BupoOHMK:

GAPMATEH IHTEPHELUHA C.A.

MakyBaHHA: ®APMATEH IHTEPHELLH/ C.A.

3BiT npo Bigxunexua: M HI

O TAK (38im npo sidxuneHHs dodaemescs)

I TEXHIYHI XAPAKTEPUCTUKM | PE3Y/IbTATH

Ot Binuii NOPOLWOK y TBEPAIA MeNaTUHOBIN ua_ncym 3 binum Kopnycom ‘r.a T e

4EPBOHO - NOMapaHYeBUM KOBNAa4yKkom, 3 BigbTkom «75» Ha Kopnyci.
' 120,0 mr£5 % (114,0 - 126,0 mr) 122,0 mr

CepepgHa macaTa He 6inblw 2-X 0AMHULL iIHAWMBIAYANBHUX MAC MOMYTb MaTK BiAXMNEHHA MiH.: 117,8 mr
OAHOPIAHICTD Macn Bif, cepea-Hboi macu Binbl, HiXK Ha 10 %, *oaHa iHAMBIAYaNbHA maca Makc.: 125,5 mr

L He MOKe MaTh BiaxuneHHa 6inbw, Hik Ha 20 % Bignoeigae

BrpaTti npu BUCYLLIYBaHHI H He 6inblwe 6,0% H 1,2%

|
|
I
|
|
| MEPEBIPKA
|
‘ Po3znapgaHHAa

He Binbwe 15 x8 01',42"-02,53"

laenTudikauina

1. Yac ytpumarHa (RT) niky MperabaniHy B po34yuMHi 3paska no
BiAHOWEeHHIO A0 CTaHAaPTHOMO PO34YKMHY CTaHoBUTeE RRT=1,0+0,1.
2. I4-cneKkTp 3paskKa Bignosigace I4-cnexkTpy cTaHaapry.

1.RRT =1,0
2. Mo3uTUBHMIA

Bmicr

BEPX

100,4
95,0 - 105,0% Big 3aABNeHOI KinbKocTi NMperabaniny i

CynyTHi AOMiLLIKK

Hdomiwka A: ND(LOD=0,0001%)
Jomiwka B: 0,0%
Homiwka C: ND(LOD =0,003%)
Oomiwka E: ND(LOD =0,0008%)
Byapk-aKa iHgueiayaneHa
Hesigoma: 0,1% (max)
[Oomiwka D ND(LOD =0,008%)
Cyma aomiwok:0,2%

Oomiwka A <0,2%
JNomiwka B £0,2%
JDomiwka C<0,2%
Domiwka E £0,2%
byAab-Aka iHaMBiAyanbHa Hesigoma Agomiwka < 0,2%
Oomiwka D £0,2%
Cyma gomiwok < 1,0%

EHaHTiOMepHa uucToTa ‘ |

[omiuwka F <0,2% | ND(LOD =0,03%)

oAuHULL

MikpobHe 3abpyaHeHHA

Bignosigae sumoram Espon. ®apm. (S1, S2, S3): piseHsb S1: % 97%
PO34YMHEHHA BMBINbHEHHA 4NA KOMHOT 0gMHULI HE meHW, HiX Q+5% 3a 15 xB. MiH.:96%
(Q =85%) Makc.:98%
Oguoﬁi,qkicrb AO030BaHUX 'Bi,u,nosi',qae nomquiﬁ peaaxuii Ph.Eur (npencTaBnae L1, 'L2'] AV: 4

PiseHb L1: MpuiHaTHE 3HaYeHHA He Ginbwe 15
TAMC: makc. 10 * KYO/r

TYMC: makc. 10 2 KYO/r
E.Coli: BigcyTHicTb/r

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

BignosigansbHui 3a
KOHTPO/b AKOCTI

Aata Bunycky:
03-06-2024

*HMB (BDL) - Huxue mexi BuasnenHn / Below Detection Limit
BQL - Hukue kinbkicHoi mexi / Below Quantifiable Limit
LOQ - PieeHb KinbKicHoro eusHaueHHsa / Level of Quantitation
LOD - Mexxa BuasneHHsa [ Limit of Detection
N/A - He 3acrocoByeTbca / Not Applicable
ND - He euaBneHo / Not Detected

EIPIHI KABAZIAM
MSHTRGND, nﬁm\vuqn
ana eucno,g?ﬁ,d KepiBHUK/YrioBioBaXeHa ocoba
/Bapniaten. lH'repH}.»w :a’; C.A.

Pharmathen International S.A.

Headquarters-Manufpctuiing site: Sapes Industrial Area, Str. Block 5, Perfecture of Rjodopi, Greece, t +30 2534&21280

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: CoCQMOO1MISTRAL_UA

: : : Bepcisa: 001
Innovation inspired by life ,uaEa- 25.05.2021

CEPTU®IKAT BIANOBIAHOCTI
roToBOro NPOAYKTY

HA3BA NPOAYKUI: MPETANIKA, kancynu Teepai no 75 mr, MPETABANIH

NIKAPCbKA ®OPMA: Kancynu CHUNA Ail : 75mr
PO3MIP | TUN YNAKOBKW: ¥Ynak x 2 Bnictepu x 10 Kancyn

KINbKICTb: 19 582 VMAK

KPAIHA-IMMOPT: MICTPAN YKPATHA

PEECTPALIIMHE NOCBIAYEHHA Ne: UA/19604/01/01

HOMEP CEPIT BULK: 1401322

®IHANBHUIA HOMEP CEPII: 1404657

OATA BUTOTOBMEHHA: 21-02-2024 TEPMIH MPUOATHOCTI : 01-2027

$APMATEH IHTEPHELWLUHA CA, IHgacTpian Mapk Canec Npedextypa Pogoni, Baok Nes,

BUPOBHUWYA I/IbHULA Ta i agpeca:
A HA Ap Poaoni, 69300, Mpeuin

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

AlNbHULUA BIANOBIAANBHA 3A AHANI3 SAPMATEH IHTEPHELUHA CA, IngacTpian Napk Canec MNpedekTypa Pogoni, baok Nes,
Taiiappeca: Pogoni, 69300, Mpeuja

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

BUPOBHWK, BIANOBIAANLHUIA 3A ®APMATEH IHTEPHELLIHA CA, IHaacTpian Napk Canec Npedextypa Poaoni, Baok Nas,
NAKYBAHHA Ta iHoro agpeca: Pogoni, 69300, Mpeuia

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

BWUPOBHMK, BIANOBIAANILHUMA 3A GAPMATEH IHTEPHELWUHA CA, IngacTpian Mapk Canec MNpedektypa Pogoni, baok Nes,
BMNYCK CEPIi 1a iioro agpeca: Pogoni, 69300, Mpeujs

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

HOMEP CEPIi API: 1350375 / CAYPAB

MPEFABAIIH (CAYPAB)
CAYPAB YEMIKA/IC NIMITEL, BXATBAHMNYPA, BAPBAJIA POY/, 140507 AEPABACI,

BUPOBHMUK A®I Ta ioro agpeca: .
CAXIB3AOA (konuwHi MOXANI) DS

IHO1A
PE3Y/NIbTAT AHANI3Y: CepTtudikaT aHanisy roToBoOi NpoAyKUii 4OA3ETLCA.
KOMEHTAPI / 3AYBAXEHHA: -N/A-
BIOAXUNEHHSA: O TAK B HI

KinbKiCTb AOKYMEHTIB, WO A043K0TbCA:

Lnm a niaTeepaxyio, WO 3a3Ha4eHa iHhopmauia € AOCTOBIPHOK Ta TOYHOIO.

3anuck cepiliHoi 06pobkun, ynakoskKW Ta aHanisy Gynu nepernaHyTi Ta BM3HaHI BignosigHMmu Ao Bumor HanexHoi BupobHuyoi MNpakTukm
(GMP).

LA cepia npoaykTy, Bkntovaoum ADIl, 6yna BMroToBneHa, BKAKOHAKHYM YNAKOBKY Ta KOHTPONb AKOCTI Ha BULLE3a3HAYeHMX LiINAHKAX, ¥ NOBHIA
signosigHocTi Ao Bumor GMP Ta Bumor micuesux PerynatopHux OpraHie, a Takox A0 cneundikauiin nineHsii Ha npoaax, | BunyweHa.

Im'a
YnoeHoBaxeHa ocoba: EIPIHI KABAOAW
KoHTpone npoaykuii
Mignuc Ana ekcnopty KepisHuk/YnoBHoBaXkeHa ocoba
YnosHoBaxeHoi ocobu: dapmareH lHTepHewnn C.A. _._/-"-'

-

/nignuc/ oa/os,o'zo"a/ >
Oara sunycky: 03-06-2024

Pharmathen International S_A. N - 4
Headquarters-Manufpctuiing site: Sapes Industrial Area, Str. Block 5, Perfecture of Rjodopi, Greece, t +30 P 3130 31 28(}; £ F3§'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



JAEPKABHA CJYXBA 3 JJIKAPCBKHUX 3ACOBIB
TA KOHTPOJIIO 3A HAPKOTHKAMM y m. KHEBI

npos. Hanii Ceitnuunoi, 3, 02099, ren. (044) 295-26-85
E-mail: dls.kyiv@dls.gov.ua, Kon €IPTIOY 37079055

BUCHOBOK
Npo SIKiCTHL BBE3eHOI0 B YKpaiHy JIiKapCcbKOro 3acody

19.06.2024 Ne 31656/24/26

ITPET"AJIIKA

(HaliMeHyBaHHA NiKapcLKOro 3acoby 3rijino 3 peecTpalifHuM NOCBIMCHHAM)
KancyJu Teepai mo 75 mr; no 10 kancya y 6aicrepi; mo 2 6iicrepu B KapToHHil Kopooui

(opma BUNyCKy, 103yBaHHS, BHJL NaKyBaHHA Jikapckkoro sacoby)
Howmep peecrpauiiinoro nocsinuenns UA/19604/01/01 crpok aii peectpauiiinoro nocsinuenns 16.08.2027
Cepis nikapcekoro 3acoby Ne 1404657 KinbkicTs BBE3€HOTO NiKapebkoro 3acoby 8000

BHpOGHHK DAPMATEH IHTEPHEIIIHJI CA, I'peuis

(nalimenysanns Bupo6HKKa Jlikapcbkoro 3acoly, KpaiHa NoXo/uKeHHA)

Beeseno B Vipaiiy TOBAPUCTBO 3 OBMEXEHOIO BIIITIOBIJAJIBHICTIO
"BYCT ®APMA", inent. xon: 44107410

(nalimenypanns Ta koa 3a €IPTIOY 1opuantinoi ocoGu abo npissuue, im's, no 6arekosi ¢izuunoi
oco6H - nianpuemus, T MiClie NPOKHBAHHS Ta peccTpauiiiunii Homep 06iKOBOT KAPTKH MJIaTHHKA
nojarkis abo cepis Ta HOMep nacrnopra)

IMpoTokon Bisyanssoro konrpomo sin 19.06.2024 N 2131/1.

3a pesynbTaTaMM  [AEPKABHOIO KOHTPOMIO  BCTAHOBJICHO, IO nikapchKuii  3aci6 BseseHo B YkpaiHy 3
JAOTPHMAHHSM BUMOL 3aKOHONABCTBA LI0/10 3a0e3NCUeHHSA AKOCTI JIIKAPChKHX 3acobiB.

IBan 3AJ/IBOPHUX

(rrl’n/um:) (iniuiany Ta npizsuuie)

(nocanosa




AEPKABHA CJIYXKBA 3 JIIKAPCBKHUX 3ACOBIB
TA KOHTPOJIIO 3A HAPKOTUKAMMH y m. KHEBI

npos. Hanii Ceimuunoi, 3, 02099, Ten. (044) 295-26-85
E-mail: dIs.kyiv@dls.gov.ua, Kox €IPTIOY 37079055

BUCHOBOK
Nnpo sIKiCTh BBE3eHOro B Y KpaiHy JiikapcbKoro 3aco0y
17.03.2025 Ne 13215/25/26
ITPETAJIIKA

(HalimenyBaHns nikapcekoro 3acoly 3rizHo 3 peecTpauiifiHUuM NOCBIIMEHHAM)
KancyJu Teepai, mo 75 mr, no 10 kancyn y 6aicrepi, nmo 2 Gaicrepu B kKapToHHii kKopobui

(thopma BHNyCKy, N03yBaHHA, BHI NaKyBaHHA Jikapcbkoro 3acoly)

Homep peectpauiiinoro nocsimuenns UA/19604/01/01 ctpox aii peectpauiiinoro nocsinuenns 16.08.2027

Cepis nikapcbkoro 3acoby Ne 1500672 KinbkicTs BBe3eHoro nikapeskoro 3acoby 19614
BupoGHuk OAPMATEH IHTEPHEIIHJI CA, I'peuis
(HaliMeHyBaHHA BUPOOHHKA NliKapCbKOro 3acoly, KpaiHa NOXOMKEHHS)
Baeseno B Yikpaiy Tosapucrso 3 o6mMexenor Bianosinaasuicrio "BYCT ®APMA",
inen. kon: 44107410

(nadiMenyBanHs Ta koA 3a €JIPI10Y 1opuan4noi ocobu aGo npissuile, iM'a, no 6aTbKoBi
(izuuHoi 0co6H - nianpHemus, 1T Micue NpoxuBaHHa Ta peecTpauilinuii Homep obnikosoi
KapTKH niatHHKa noaartkis abo cepis Ta HOMEp nacnopra)

IMpoTtokon Bisyanbroro koutpoao sia 17.03.2025 Ne 853/01.10-25/1.

3a pesyibTaTaMH EPXKABHOIO KOHTPOJNIO BCTAHOBNEHO, WO Jikapchkuit 3aci6 BBeseHo B YkpaiHy 3
AOTPHMAHHSAM BUMOr 3aKOHOIABCTBA 100 3a0e3neueHHs AKOCTI NikapchKux,3acobis.

**B‘“ WHy ,,,"*O,y

S

Mukona XOJIOAEHKO

10) (nianuc) (iniuianu Ta npizsuue)

HauanbHHUK
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CEPTU®DIKAT AHANI3Y

NPETANIKA, kancynm teepgi no 75 mr, MPEFTABAIH

[arta eupobHuurea: 09-01-2025 TepmiH npugaTtHocTi: 12-2027 Cepia: 1500672
Bupo6Huya cepia: 1500055

Cepia A®I: 1451309

Bupo6HuK: ®APMATEH IHTEPHELLIH/1 C.A.

3BiT npo sigxuneHHa: M HI

Poamip cepii: 1 000 000 KATCYAN
MocTtayanbHuK ADL: CAYPAB
GAPMATEH IHTEPHELLHA C.A.

O TAK (38im npo sidxuneHHa dodaembca)

MakyBaHHA:

MEPEBIPKA TEXHIYHI XAPAKTEPUCTUKH PE3Y/IbTATU
Onme Binwit nopoluoK y TBepaijlt *enatmHoBin Ka‘ncym 3 6inum Kopnycom 'r‘a Bianosiaac
4epBOHO - MOMapaHYeBMM KOBMaUuKom, 3 Biabutkom «75» Ha Kopnyci.
120,0 mr +5 % (114,0 - 126,0 mr) 118,9 mr
CepepgHa maca Ta He 6inbw 2-x oAMHWUb iHAWBIAYANbHUX MaC MOMYTb MaTH BiAXWUNEHHA Min.: 109,9 mr
opHOpigHICTE MacK Big cepen-Hboi macw Binbu, Hix Ha 10 %, ogHa iHauBigyanbHa maca Makc.: 125,0 mr
He MoXKe MaTu siaxuneHHa binbw, Hix Ha 20 % Bianosinae
BrpaTti npu BucywysaHHi He 6inbwe 6,0% 1,0%

PosnaganHa

lgenmdikauin

Bmicr

CynyTHi gomiwikm

EnaHTioMepHa YucTOTa

PosuMHeHHA

OpHopigHicTe gosoBaHUX
OAVHHULbL

MikpobHe 3abpyaHeHHA

BignosiganbHuii 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

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

Odomiwka A <0,2%
Oomiwka B £0,2%
Oomiwka C<0,2%
Domiwka E £0,2%
byab-Aka iHamsigyanbHa Hesigoma gomiwka < 0,2%
Jomiwka D £0,2%
Cyma pomiwok £ 1,0%

Hdomiwka F £0,2%

Bianosigae sumoram Espon. ®apm. (51, S2, S3): piseHb S1: %
BMBIZIbHEHHA A1A KOMHOT 0AMHMUI He meHwW, Hix Q+5% 3a 15 xB.

(Q =85%)
Bianosigae notouHiit pegakuii Ph.Eur (npegcrasnsne L1, 12)
PieeHb L1: MNpuidHATHe 3HaueHHA He binbwe 15
TAMC: make. 10 >KYO/r

TYMC: makc. 10 2KYO/r
E.Coli: BigcyTHicTs/r

ND - He euasneHo / Not Detected

Pharmmathen Intermational S.A.

01',13”-01,50”

1.RRT=1,0
2. Mo3ntneHMiA

100,4%

Oomiwka A: ND(LOD=0,0003%)

Jomiwka B: 0,0%
Domiwka C: ND(LOD =0,003%)
Jdomiwka E: 0,0%
Byapb-aka iHAuBigyanbHa
Hesigoma: 0,07% (max)
Oomiwka D ND(LOD =0,008%)
Cyma pgomiwok:0,1%

ND(LOD =0,03%)

101%
MiH.:99%
Makc.:104%

AV:5

TAMC: He suasnero KYO/r
TYMC: He suasneHo KYO/r
E.Coli: BigcyTHa/r
[aTta sunycky:
05-03-2025

EDCTATIOC XAMU3ICTATIC
Onepadii 3 AKocTi
Crapwmii meHegep OSD/YnoBHoBaXeHa ocoba
®apmarTeH IHTepHewHn C.A.

/Nignuc/ 07/03/2025

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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Kog: CoCQMO01MISTRAL_UA
Bepcis: 001
Harta: 25.05.2021

CEPTU®IKAT BIANOBIAHOCTI
roToBOro NPOAYKTY

HA3BA NPOAYKLYI:

JIKAPCbKA ®OPMA:

PO3MIP | TUM YNAKOBKM:
KINbKICTb:

KPAIHA-IMTOPT:

PEECTPALLIAHE NOCBIAYEHHA Ne:
HOMEP CEPII BULK:

®IHANbHWUIA HOMEP CEPIi:

JIATA BUTOTOB/IEHHA:

BMPOBHWYA AINbHULUA Ta ii agpeca:

No GMP-ceptudikar / No MIA:
OinbHWUA BIANOBIOANBHA 3A AHANI3
Taii agpeca:

GMP-ceptudikat No / MIA No:

BUPOBHMK, BI,ﬂHOBI,ﬂMbHHﬁ 3A
MAKYBAHHA Ta oro agpeca:

GMP-cepTudikat No / MIA No:

BUPOBHMK, BIAMNOBIAA/IbHUIA 3A
BUNYCK CEPII 1a iioro agpeca:

GMP-ceptudikat No / MIA No:
HOMEP CEPII API:

BUPOBHUWK A®I Ta ioro agpeca:

PE3YJIbTAT AHANI3Y:
KOMEHTAPI / 3AYBAMEHHA:
BIOXWNEHHA:

MPETANIKA, kancynm T1eepgi no 75 mr, MPETABAIH

Kancynu CUNA Al : 75mr

¥Ynak x 2 bnictepu x 10 Kancyn

19 614 YIMNAK

MICTPAN YKPATHA

UA/19604/01/01

1500055

1500672

09-01-2025 TEPMIH NPHUAOATHOCTI : 12-2027

SAPMATEH IHTEPHELLUHA CA, Inagactpian Napk Canec NpedekTypa Poaoni, bnok Ne5,
Pogaoni, 69300, Mpeujn

323129/31-3-2023 / 0000007311/23/2

SAPMATEH IHTEPHELUHA CA, IHgacTpian Mapk Canec NpedekTtypa Pogoni, bnok Ne5,
Pogoni, 69300, Mpeuia

323129/31-3-2023 / 0000007311/23/2

SAPMATEH IHTEPHELLUHA CA, IngacTpian Mapk Canec NpedekTypa Pogoni, bnok Ne5,
Pogoni, 69300, Mpeuia

323129/31-3-2023 / 0000007311/23/2

$DAPMATEH IHTEPHELUHA CA, IHpacTtpian Mapk Canec Mpedektypa Pogoni, Bnok Ne5,
Popgoni, 69300, Mpeujn

323129/31-3-2023 / 0000007311/23/2

1451309/ CAYPAB

MPEFABANIH (CAYPAB)
CAYPAB YEMIKAJIC JIMITEL BXATBAHIMYPA, BAPBAJIA POY[M 140507 OEPABACI,
CAXIB3AJA (konuwHin MOXA/I) DS

IHAIA
CepTudikaTt aHanisy roToBoi NpoayKuil 40AaETbCA.
-N/A-

OTAK o HI

KinbKiCTb JOKYMEHTIB, L0 A04aKThCA:

Lnm A niaTeepaxyto, Wo 3a3HayeHa iHbopmaljia € 4OCTOBIPHOI Ta TOYHOIO.
3anucu cepiitHol 06poBbKK, yNnakoBKy / MapKyBaHHA Ta aHanisy 6ynuM nepernaHyTi Ta BU3HaHI BiANOBIAHWMHK A0 BUMoOr HanexHol BupoBHuyoi

MpakTuku (GMP).

LA cepia npoaykTy, BKAOYatoun AP, 6yna BUroTOB/EHa, BKAKOYAKOMM YNAKOBKY / MapKyBaHHA Ta KOHTPO/b AKOCTI Ha BMLLE3a3HaYeHUX
OinAHKax, y noBHiW BignoeigHocTi go Bumor GMP, Bumor micuesux PerynatopHux Opradie, a TakoM y BignosigHocti Ao cneuudikaujn

peecTpauiiiHoro aocke, Ta Oyna BUnyLleHa.

Im'a
YnosHoBaeHa ocoba:

Mignuc
YnosHoOBaMeHoi ocobu:

Aata sunycky: 05-03-2025

Pharmmathen Intemational S A.

EPCTATIOC XAM3ICTATIC
Onepauyii s AKocTi
Crapwmii meHegep OSD/YnoeHosaxeHa ocoba
dapmarteH IHTepHewHn C.A.
/Mignnc/ 07/03/2025

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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Code: CoAQMOO1PRE75_MISTRAL_UA
Version: 001

Date: 27/10/2023

Prepared by: Hara Vlachou
Approval: Voula Chamosfakidi

Related Substances

n CERTIFICATE OF ANALYSIS
' PREGALICA Pregabalin 75mg Capsules
Man. Date: 09-01-2025 Expiry Date: 12-2027 Pack Lot: 1500672
Manuf. Lot: 1500055 Batch Size: 1.000.000CAPS |
Active Ingredient Lot: 1451309 Active Ingredient Supplier: SAURAV
Man. Site: PHARMATHEN INTERNATIONAL S.A.  Pkg. Site: PHARMATHEN INTERNATIONAL S.A.
Deviation Report: M NO O YES (the deviation report is attached)
Controls Specifications Results
White powder in a Swedish Orange cap and White
Appearance body hard gelatin capsule, imprinted with ‘75’ on Conforms
the body
120.0 mg +5%
118.9mg
_ (114.0mg - 126.0mg) PeLs ;
:‘;:: Tjg;fhc:‘?::ig} Not more than 2 of the individual masses deviate m;'; 113%3"”19’
from the average mass by more than 10% and none C{;n for;’ns g
deviates by more than 20%.
Loss on drying NMT 6.0% 1.0%
Disintegration NMT 15min 01’ 13" - 01’ 50"
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 spectrum 2. Positive
of standard.
Assay 95.0-105.0% of the stated amount of Pregabalin 100.4%
Impurity A:

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%

BQL(LOQ=0.0003%) |

Impurity B: 0.0% :

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

Any Individual Unknown:
0.07%(max)
Impurity D: ND(LOD=0.008%)
Total: 0.1%

Enantiomeric purity

Impurity F NMT 0.2%

ND(LOD=0.03%)

Comply with Ph.Eur current edition

: : 101%
(introducing 51,52, S3): s
Dissolution S1 level: % Dissolved of each unit is not less than Q NTaT 19 gjé%
+5% at 15min (Q=85%) s
) Comply with Ph.Eur current edition
Uniform:::rg:i&f Dosage (introducing L1,L2) AV: 5
L1 level: Acceptance Value NMT 15
. 3 .
Microbial TAMC: NMT 10° Cfu /g TAMC: ND Cfu/g

Contamination

TYMC: NMT 10? Cfu /g
.. Coli: Absence/g

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

Responsible for ”'”""US HAT: ‘ﬂé} )
Pharma,h ayerosn /gﬁ/ 01[03/1011”

Pharmathen International S.A.

Headquarters-Manufacturing site: Sapes Industrial Area SQr Block 5, Perfecture of Rodopi, 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.pharmathen.com

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 75mg Capsules

Capsules
Btx2Blistersx10Caps
19.614BT

MISTRAL UKRAINE
UA/19604/01/01
1500055

1500672

09-01-2025 EXPIRY DATE: 12-2027

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
1451309 / SAURAY

STRENGTH: 75mg

PREGABALIN (SAURAV)
SAURAV CHEMICALS LIMITED BHAGWANPURA, BARWALA ROAD
140507 DERABASSI, SAHIBZADA (ex.MOHALI) DS

INDIA

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

0 YES ~ NO

Attached number of documents:

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

The batch processing, packaging/labeiling and analysis records were reviewed and found to be in
compliance with GMP.

This batch of product, Including API, has been manufactured, Including packaging/labeilingand 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.
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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 str., 153 51 Pallini, Athens, Greece,

t +30 210 6604 300, f +30 210 6666 749

www.pharmathen.com prepared by: Kyriaki Efkarpidou



http://www.tcpdf.org

