TEPYKABHA CJYKBA 3 JIKAPCHKHX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTHKAMMU Y KHIBCBKIU OBJIACTI

npoB. Caitnuunoi Hanii, 3, m.Kui, 02099, ten/daxkc: (044) 576-40-41
E-mail: dls.ko@dls.gov.ua, Kox €IPIIOY 37078774

BUCHOBOK
1po fAKICTH BBe3eHOro B YKpaiHy JiKapchbKoro 3acody

27.03.2026 Ne 7431/26/10

BAIIPE

(HaliMeHyBaHHS JIKapcHKOTO 3ac0By 3rifHO 3 peccTpatifHmM MOCBIMEHHSIM)
karncyau no 300 mr, no 10 kancyn y 6icrepi; 1o 3 6aicrepu y KapToHHiil KopoOui

((hopma BAMYCKY, 103yBANHS, BUI NaKyBaHHs J1ikapcLKoro 3acoty)
Homep peectpauiiinoro nocsiguens UA/19101/01/03 crpox aii peectpauiiisoro nocsixuenss 16.12.2026
Cepis nixapcbkoro saco6y Ne E254997 Kinbkicts BBe3eHOr0 miKkapekkoro 3acoby 8730

Bupo6Hx Ierepo J1a63 Jlimiten, Inmis

(naitmenyBanHs BUpOGHIKa JikapchKoTo 3acoby, kpaina MTOXOKCHHS)

Baeseno B YipaiHy TosapucTBo 3 06Mesken oo BinnoitanbuicTio "ATIC ®PAPMA",
inent. xox: 43430046

(HaitmeHyBanHs Ta koxt 3a €JIPTIOY topuasuroi ocobu abo TipizBuILe, iM's, 110 GaThkoBi GisHaHOT
0cobu - mianpHeMLS, Ti MiCLIe IPOXUBAKHS Ta PEECTPaLLHKIE HOMEp 061iKOBOT KAPTKH IJIaTHUKA
noaarkis abo cepis Ta HOMep nacnopTa)

Tpotokou sisyansnoro kontpouo sin 24.02.2026 N2 0390/10.
JlaBoparopHuil aHai3 AKOCTI JIiKapchKOTo 3200y 3AIHCHEHUI:

JIIT "LienTpainbha nabopaTopis 3 aHajisy AKOCTi JiKapChKHX 3aco0iB i MeAMUHOI MpoAyKLii"
(m.Kuis, Byn. Kyzapsiseska 10r m.Kuis, Byn. Kynpsasceka 8B Kwuiscbka obnacts, ¢. Hosi Ilerpisui,
syn. Isana ®panka, 19)

(HalimMeHyBaHHs Ta MiCLE3HaXOMLKeRHA NabopaTopii, 1o nposena nabopaTopHuii ananis sikocTi)

BHCHOBOK IO/ SKOCTI JKAPCHKOro 3acoby, Buianwii aGoparopiero in 27.03.2026 Ne 0523

PesynbraT 1aGopaTopHOTO aHali3y AKOCTi JIKapChKOro 3acofy 3a nepeBipeHUMH NTOKa3HHKaMH BinnoBigawTh
BIMOTaM METOJIB KOHTPOIIIO AKOCTI (AHATITHIHO-HOPMATHBHOT TOKyMEHTALT).

3a pe3synbTaTaMH IEPKABHOTO KOHTPONIO ~BCTAaHOBIEHO, IO nikapcekui  3aci6 BeeseHo B YKpaiHy 3

)Z[OTpl/IMaHHﬂM BHMOT 3aKOHOIaBCTBA MO0 3a0€3MeUEHH s IKOCTI JTIKapChKUX 3aco0iB.
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HETERO LABS LIMITED

UNIT-1 (E.O.U)

Factory : 22-110, IDA, Jeedimet]a,
Hyderabad - 500 055. Telangana, INDIA.

BATCH CERTIFICATE Phone: +914023096171/72/73 /74

CEPTU®IKAT CEPII
Certificate No.: . Page | of 5
Ceprudirkat No: ISFE2S010502 Cropinka [ 3 5
Product name: BAPRE Manufacturing country: | India
Ha3sa npoayxkitii: BAITPE Kpaina-Bupoduuk: Tupist
Pharmaceutical form: Capsules Destination country: Ukraine
Jlikapcbka ¢opma: Kancynu Kpaina npusHaueHHs: Yxpaiua
Strength/potency: 1 capsule contains Pregabalin 300 mg
Cuia aii/akTusnicTn: 1 kancyna mictuts 300 Mr nperabaniny
Type and size of packaging: 10 capsules in a blister, 3 blister in a carton box with Ukrainian languages labelling
no 10 xancy. y osicrepi, no 3 6aictepu y KapToHHiH KopoOui 3 MapKyBaHHAM
Bua i poamip ynakosku: YKpaiHChbKOI0 MOBOIO
Batgh No.: £254997 Batcl} Slze:m 9277 packs
Cepist No: Po3smip cepii: YNaKoBOK
Mifg Date: 10/2025 Expicy Date: 09/2027
Jara supoduHuTBa: llpupaTHuii 80:
Registration Certificate: Valid up to:
Peecrpauiiiue nocsiguenus: UA/19101/01/03 Jiitcue no: LGsi2:202
Manufacturer name: Hetero Labs Limited Man. License No.:
HalimenyBaHHst BUpOGHUKA: [Cetepo Jla63 Jlimiten Bup. niuensis No: 22/RR/API2001/F/R
Location: Unit Il1, Formulation Plot No 22 - 110 IDA, Jeedimetla, Hyderabad, 500 055
) Telangana, India
MicuesnaxomKeHHst: FOwniT 1, ®opmyneiin Mot Ne 22 - 110 [AA, Txknaimetna, XaiiaepaGan, 500 055
Tenanraua, [nain
Conclusion on the confirmation of the conditions for the production
of medicinal products in accordance with the requirements of the validity:
GMP No.: 197/2025/C-500-25 T‘e Mil.ly}li'l" 07.12.2025
BucHOBOK L1010 HIATBEPIKEHHSI YMOB BHPOGHHITBEA JTIKAPCHKUX P ’
3aco0is Bumoram HBIT Ne;
Product Code Date of Batch Release
Kog npoykra 4030407 JlaTa BHIycKy cepil 11/11/2025
Analysis procedure results
Pe3ysabraTH NpOBEACHHS aHANI3Y
Specification / Jonycrami mexi
Sr.No Test / Release / Shelf-life / Result /
Nes/m| Tloxasuui skocTi npu BURYCKY HA TepMiH Pesysnbtar
NPHIATHOCTI
1. | Description Reddish brown cap / White body size ‘0’ hard | Reddish brown cap / White body size ‘0’
gelatin capsules imprinted with ‘145’ on cap and | hard gelatin capsules imprinted with ‘145’
*J” on body with black ink, filled with white to | on cap and ‘J’ on body with black ink,
off white powder. filled with off white powder.
o Teepui xesmatuHoBi kancyau posmipom 0, 3 | TeepaixenaTHHOBI Kancynu posmipom 0,
TiHe KPHLIKOIO 4ePBOHYBATO-KOPHUHEBOI'O KOJILOPY / | 3 KPUILKOIO UEPBOHYBATO-KOPUYHEBOTO
KOprycoM 6inoro kofibopy 3 Hanucom «145» Ha | kossopy / xoprycom 6inoro kosnbopy 3
KpULILi Ta «J» Ha KOPMyci YOPHUM HOPHMUIOM, | HanucoMm «145» Ha xpuwui Ta «J» Ha
HaroBHeHi nopowkom 6isioro a6o maihke GUIOro | KOpIlycl YOPHUM HOPHHMJIOM, HaMOBHEHi
KOJIBOPY. OpOoLIKOM Maiike 5inoro KoJbopy.
Corporate
7-2-A2, Industrial Estates, Sanath Nagar, Hyderabad-500 018. Telangana, India
T: +91 40 23704923 / 25 www.hetero.com
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HETERO LABS LIMITED

UNIT-il (EO.U)

Factory : 22-110, IDA, Jeedimetla,
Hyderabad - 500 055, Telangana, INDIA.
Phone : +91 40 23096171/ 72/ 73 / 74

Corpor,

Ccrtlfic.ate No.: 03FP25010502 Page 2 of' § —'
Ceprudirkar Ne: Cropinka 2 3 5
Specification / JomycTumi mexi
Sr.No Test/ Release / Shelf-life / Result /
Nes/n Moxa3nuk sikoeri npH BHITYCKY HA TepMin Pesynwrar
ApUAATHOCTI
2 |Identification
IpenTndikauis

2.1 | By HPLC The retention time of major peak in | Not carried out | The retention time of
the chromatogram of the sample ’ major peak in the
solution should correspond to that chromatogram of the
in the chromatogram of the sample solution
standard solution as obtained in the corresponds to that in
Assay. the chromatogram of

the standard solution as
obtained in the Assay.
Meros BEPX Yac ytpumyBaHHs ocHOBHOTO niky | He npoBoautbes | Yac YTPUMYBaHHS
Ha Xpomatorpami po3uuHy OCHOBHOrO Miky Ha
BHMpo6yBaHOro 3paska Bianosigac XpoMmatorpami poIduuHy
TAKOMY Ha XPOMATOrpaMi posurHy BUMPOOYBAHOrO 3paska
CTaHAapPTHOro 3paska, BiAMoBizae TakoMy Ha
oTpuMaHoMy y  BURNpoOYyBaHHi Xpomarorpami po3uuHy
«KinbkicHe BH3HAMEHH, CTaHUapTHOIO  3paska,
| oTpumaHomy y
BUIIPOOYBaHHI
«Kinbkicue
BH3HAYEHHI»,

2.2 |By TLC The principal spot in the | Not carried out The principal spot in the
chromatogram  obtained  with chromatogram obtained
sample solution should correspond with sample solution
in position and intensity with that corresponds in position
in the chromatogram obtained with and intensity with that
standard solution. in the chromatogram

obtained with standard
solution.
Merton TIUX OcHoBHa rsiMa Ha xpomatrorpami, | He npooanTses OcHoBHa  misiMa  Ha
OTpUMaHiit Jilit pO3UMHY XpomaTorpami,
BUITPOOYBAHOTO 3paska, oTpumatiii jutst
BIAMOBILAE 32 CBOIM [MOJIOKEHHAM PO3UHHY
T4 {HTCHCHBHICTIO OCHOBHIM MusMi BUMPOOYBAHOTO 3paska,
Ha Xpomarorpami, OTpuMaHii ans BiAMOBigae 3a cBOIM
CTRHZAPTHOrO PO3UUHY. TONOYKEHHAM Ta
{HTEHCHBHICTIO
OCHOBHIMl  ruisiMi  Ha
xpomarorpami,
oTpHMaHii TSt
CTaHAaPTHOrO
PO34MHY.
3. | Average weight of filled 496.0 mg + 4% Not carried out 493.44 mg
capsule (476.16 mg — 515.84 mg)
Cepennst maca 3anosHeHoi| 496,0 mr + 4% He nposoanTthes 493 44 mr
KancyJsu (476,16 mr — 515,84 mr)

4. | Average net fill content 400.0 mg + 4% Not carried out 396.9 mg
(384.0 mg —-416.0 mg)

bte

7-2-A2, Industrial Estates, Sanath Nagar, Hyderabad-500 018. Telangana, india
T: +91 40 23704923 / 25

www.hetero.com




Corpora

7-2-A2, Industrial Estates, Sanath Nagar, Hyderabad-500 018. Telangana, india

HETERO LABS LIMITED

UNIT-11 (E.O.U)

Factory : 22-110, IDA, Jeedimetla,
Hyderabad - 500 055, Telangana, INDIA,
Phone : +91 40 23096171/72/ 73 | 74

Cepeaust maca Bmicty
KancyJu

(384,0 mr - 416,0 mr)

Certlﬁc‘ate No.: 03FP25010502 Page 3 of 5
Ceprudirxar Ne: Cropinka33 5
» ' Specification / lonycTumi mesxi
Sr.No Test/ Release / Shelf-life / Result /
Nes/n [Mokasnuk sxocti NpH BHIYCKY Ha Tepmin Pesynvrar
NPHIATHOCTI
400,0 Mr+ 4% He nposoauTtscs 396,9 mr

5. | Lock length

HosxuHa B 3aKpHTOMY
BUCAsLi

21.40 mm + 0.40 mm

21,40 mm £ 0,40 mum

Not carried out

He nposoautsest

Minimum: 21.34 mm
Maximum: 21.66 mm

Miuimym: 21,34 mm
Makcumym: 21,66 Mmm

6. Water content

(By KF) Not more than 2.0% w/w 1.0 % m/m
BmicT Boau
(meTon Kd) He 6inbute 2,0% m/m 1,0 % m/m
7. | Uniformity of dosage L1=15.0 on the first 10 dosage
: units units or if greater than L | then the
Pregabalin (CyH/7sNO,) value is less than or equal to L. 1 for | Not carried out 4.4
Acceptance value (L1) 30 dosage units in total and no
individual content of the dosage
unit is less than (1-L2 x 0.0 1)M not
more than ([+L2 x 0.01)M in the
calculation of acceptance value
under the content uniformity.
Lt = 150 min nepwmx 10
OnuOpiaHICTH (030BaHUX | H030BAHMX ONWHMIKL, 260 AKIO
vAHNHLL Gisbe L1, ruud sHuucaan sonwe | He upusoarses
Ipera6ais (CsH;7NO,) abo popipmtoe L1 ams 30 44
IMpuitmanse uucno (L1) J030BAHMX OJMHUUDb Y UiOMY, i
i AKOIEH i[HAWBIAYyaNbHUIL BMICT y
N030BaHIH OAMHHULI HE € MEHLINM
3a (1-L.2 x 0,01)M i He Ginbwum 3a
(1+ L2 x 0,01)M npu oGuucnenni
npuiiManbHOro  4ucha  METoAOM
NpsIMOrO BU3HAUEHHS,
8. | Dissolution Not less than 75% (Q) of the labeled amount of Pregabalin
(CsH7NOy) is dissolved in 15 minutes. 99 %
Posunmaenns He wmenme 75% (Q) sim HomiHaMbHOT KiNbKOCTI
[Tperabaniny (CsH;7NOz)) posuunserbcsi nporsrom 15
XBUJIMH. 99 %
9. |Related compounds
H-PGNRCO1 Not more than 0.2% w/w Not more than 0.2% w/w Not Detected
H-PGNRCO03 Not more than 0.2% w/w Not more than 0.2% w/w 0.0t % m/m
Maximum single 0.02
unspecified impurity Not more than 0.2% w/w Not more than 0.2% w/w Not Detected
Not more than 0.8% w/w Not more than 1.0% w/w 0.01 % m/mm

Total impurities
CynpoBigHi xomimku
H-PGNRCO1
H-PGNRCO03

He Ginbtue 0,2 % m/m
He 6inbuie 0,2 % m/m

He 6insue 0,2 % m/m
He 6inbuie 0,2 % M/m

He BusisiieHo
0,01%m/m

o
€

T: +91 40 23704923 / 25
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HETERO LABS LIMITED

UNIT-H1I (E.O.U)

Factory : 22-110, IDA, Jeedimetla,
Hyderabad - 500 055. Telangana, INDIA.
Phone : +91 40 23096171/ 72/ 73/ 74

Certificate No.: Page 4 of 5
Ceprudixar Ne: 05EF25010502 Cropinka 43 5
Specification / JonycTumi mexi
Sr.No Test / Release / Shelf-life / Result /
Nes/n [Tokasuuk sicocTi npu BHAYCKY Ha TepMiH PesyabTar
NpHUIATHOCTI
MaxcumanbHa OLHHHUYHA
Hecrneundikosana He Ginbure 0,2 % m/m He 6inbwe 0,2 % m/m He BUABJIICHO
noMimika
3araneHa KinbKicTh He 6inswe 0,8 % m/Mm He Ginbwe 1,0 % m/m 0,01 % m/m
NOMILLOK
10 | Assay
Each Capsule contains
Pregabalin (CsHizNOy) in
g, 285,00 — 315,00 300.49
(%) Labeled amount 95,0 - 105,0 100.2
KinbkicHe BH3HAEHHS
KoxHa aricyna MicTuth
[Mpera6anix (CsH7NQ2), y mr | 285,00 — 315,00 300,49
B % Bin HOMinanbHOT KinbkocTi{ 95,0 — 105,0 100,2
11. | Microbiological
examination
1. Total aerobic microbial
count: Not more than 1000 cfu per g. Less than 10 cluper g
Total combined yeast and
moulds count: Not more than 100 cfu per g. Less than 10 cfuper g
2. Test for specified
Microorganisms:
Escherichia coli: Should be absent per | g. Absent per g.
Mixpobioaoriuna
YHCTOTA
L. 3aranbHe Yucio
aepoBHHX MiKpoopraHi3mis
(TAMC): He Gisbwe 1000 KVO/r Menwe 10 KYO/r.
3aranbtie 4ncno
HOPDKIKOBUX Ta TTiCEeHEBUX
rpubis (TYMC): He 6innie 100 KYO/r Menwe 10 KYO/r.
2. BunpoGysaHHs Ha
OKpemi BHIY
MiKpoopraHi3mis:
Escherichia coli: TToBuHHi 6yTH BincyTHi B 1 BigcyTHiB I 1.
Labelling Should correspond to the MQC requirements Complies
MapkyBauHsi IMosunuo signosigarn sumoram MKSI Bignosinae
Packaging Should correspond to the MQC requirements Complies
[akyBanHs [Tosuuto Bianosigary sumoram MK Bigriosinae

I hereby certify that the above information is authentic and accurate. This baich of product has been
manufactured, including packaging/labeling and quality control at the above mentioned site in full
compliance with the requirements specified in the current GMP guidelines approved by the Ministry of
Health of Ukraine and with the requirements of the registration dossier of the destination country. The
batch processing, packaging and analysis records were reviewed and found to be in compliance with GMP.

Corporate
7-2-A2, Industrial Estates, Sanath Nagar, Hyderabad-500 018. Telangana, India
T: +91 40 23704923 / 25 www.hetero.com



HMETERO LABS LIMITED

UNIT-1I (E.O.U)

Factory : 22-110, IDA, Jeedimetla,
Hyderabad - 500 055. Telangana, INDIA.
Phone : +91 40 23096171/72/ 73 [ 74

Certificate No.: Page S of 5
Ceprudikar Ne: (SFE2S010502 Cropitka 53 S

Lum 5 3aceiouyio, wo nasedena suye indopmayis € docmogiproio ma mounoio. Lo cepiio npodyryii 6yno
BUPODOAEHO (BKIIOUIOYY NAKYGUNHS/ MAPKYBAHHSL) Mt KOHMPOLb IE AKOCHI 1A GUIe3a31Iauenill 6upobHuy it
Oinbuuyi nposedeno y nosuiit eionosionocmi 3 eumozamu, 3aswavenumy 6 wunnitt nacmanosi 3 GMP,
sameepdiceniti Minicmepcmeom oxoponu 300po¢’s Yrpainu, i 3 gumozamu peccmpayiiinozo 0ocee kpaiuu
npuznquenns. Ipomoxonu supoOHUYmMEa, NaKysanus mda auHaLizie 6YI0 nepelaHymo md GCHANOGIEHO
sionogionicmes GMP.

Name | Pandharinath. B
Position of person authorising the batch release | Agst Manager-Quality Assurance
, [pisBHILE | 1o ixapinaTx. B '
Mocaua ocobwu, sixa Buaana f03Bi Ha BUITYCK cepil A
MOMIYHUK MEHeIKepa -

3abesmneue

Signature of person authorising the batch release
[Tiznuc ocobu, sika Buana 103811 Ha BUMYyCK cepil

Date of signature
Jara mianucasHs

Corporate
7-2-A2, Industrial Estates, Sanath Nagar, Hyderabad-500 018. Telangana, India
T: +91 40 23704923/ 25 www.hetero.com
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