JNEPKABHA CJIY/KBA 3 JIIKAPCBKHUX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTHUKAMMH Y KHIBCBHKIN OBJIACTI

npos. Ceitnuunoi Hanii, 3, m.Kuis, 02099, ten/dakc: (044) 576-40-41
E-mail: dls.ko@dls.gov.ua, Kox €ZIPTIOY 37078774

BUCHOBOK
PO AKICTh BBE3€HOI0 B YKpaiHy JiKapchbKOro 3acody

05.01.2026 Ne 56714/26/10

BAIIPE

(naiiMeHyBaHHS JiKapchKOro 3aco0y 3rifHO 3 peecTpaliifHuM MOCBiTYEHHAM)
Kancyau no 75 mr, no 10 xancy.a y oaicrepi; no 3 6Jicrepu y KapToHHiH Kopooui

(dhopma BuITyCcKY, NO3YBaHHS, BHJ IAKyBaHHA JIIKapchKOro 3acoly)

Howmep peecrpauiitroro nocsiguenns UA/19101/01/01 crpox aii peecrpaniitsoro nocsinuenns 16.12.2026

Cepis mixapcbkoro 3acoby Ne E253150 KisnbkicTs BBe3eHOrO Jikapceskoro 3acody 34815
BupoGruk I"erepo J1ab63 Jlimiten, Iumis
(naliMeHyBaHHA BUpOOHHKA JIIKapChKOTO 3aco0y, KpaiHa MOXOKEHHS )
Baesero B Vipainy CrijibHe yKpaiHCbKO-eCTOHChKE MiAMPHEMCTBO Y popmi ToBapucTBa
3 o0Me:xeHOI0 BiqnosinaabHicTIo "OnTtiMa-®apm, JIT/", inenr. kox:
21642228

(naiiMenyBanHs Ta kog 3a €JIPTIOY ropumuusoi ocobu abo npizsuiie, iM'a, o GaTekoBi (iznaHOT
ocobu - mignpuemns, i Micle IpoKHBaHHA Ta peecTpaliiHui HoMep 00IiKOBOT KAPTKH IJIATHHKA
nojaTkiB abo cepis Ta HOMEp nacnopra)

Iporoxoa Bisyaasnoro konrposo six 13.11.2025 Ne 3577/8.
JlaGoparopHuii aHaIi3 SKOCTI JKapCHKOTo 3ac00y 3/iHCHEHMIA:

JAIT "LlenTpansha JabopaTopis 3 aHATI3y SKOCTI JIIKAPCHKHUX 3ac00iB 1 MEUYHOT MPOAYKIii"
(m.Kuis, Byn. Kyapsiseska 10r m.Kuis, Byn. Kynpssceka 8B Kuiscska obiacrs, ¢. Hosi IletpiBui,
Bys1. [Bana ®panka, 19)

(naliMeHyBaHHSA Ta MicIie3HAXOLKEHH: abopaTopii, o MpoBena NadopaTOPHHIA aHaNi3 SKOCTI)

BHCHOBOK 1110710 SIKOCTI JiKapebKoro 3acoly, Bujanuii naboparopieto sig 26.12.2025 Ne 2054

Pesynsrary 1a60paTOpHOro aHAII3y AKOCTI JIKAapChKOro 3acoby 3a nepesipeHnMy noka3sukamy BiIMOBIaI0TH
BHMOTAM METO/IB KOHTPOJIIO AKOCTI (AHAIITHYHO-HOPMATHBHOI JJOKYMEHTALLIT).

3a pesynbTaTamMu [Ep:KABHOIO KOHTPOIIO BCTAHOBIEHO, IO Jiikapcekud 3acib BBeseHo B VYkpalny 3
JOTPHUMAHHSM BuMmOr 3aKOHOJABCTBA 1I0/10 3a6e3neueHHs AKOCTI JIIKapChKHX 3ac00iB.

Onera EPBLOMEHKO

{riiomwc) {iginiams ra opizpange)

TRIAL MCDE - a valid license will remave this message. See the keywards property of this PDF for mare infarmation.



HETERO LABS LIMITED

UNIT-NI (E.O.U)

Factory : 22-10, IDA, Jeedimetia,
Hyderabad - 500 055. Telangana, INDIA.
Phone : +91 40 23096171/72/73 | 74

CERTIFICATE OF QUALITY

CEPTU®IKAT AKOCTI
Certificate No.: Page 1 of 5
CeprudikaT Ne: 03FP25007083 ] Cropitka 135 |
Product name: ~ [ BAPRE Manufacturing country: | India
Hazsa npoaywuii: GAIPE | Kpaina-upodHug: Tnpist
Pharmaceutical form: Capsules Destination country: Ukraine
Jlikapcbka popma: Kancysu Kpaina npuyaueHHs Yipaina

Strength/potency:
Cuna Ail/akTHBHICTS!

1 capsule contains Pregabalin 75 mg
1 xancysa micTuTs 75 Mr nperabagiyy

Type and size of packaging:

Bu i po3mip ynaKoBKIL

10 capsules in a blister, 3 blister in a carton box with Ukrainian languages labeiling
no 10 kancys y 6aicrepi, no 3 gaicTepu y KapTOHHiH KopoOui 3 MAPKYBAHHAM
yKpaiHCBLKOI0 MOBOIO

Ietepo Jiag3 Jlimiten

HaiimenyBanusi BApOGHHKA:

Location:
Telangana, India
Micue3HaX0MKeHHST:

Tesaurana, 1uaist

Batgh No'.: £253150 Batclt blze:m 37111 packs
Cepist Nz Po3mip cepik: YIAKOROK
Mfg. bate: 06/2025 Expiry Date: 0512027

Jata supobuuursa; TpugaTHHi 10

Registration Certiticate: Valid up to:

Peccrpaniiiie nocBijg4eHHs: UA/19101/01/01 JiifcHe 102 16.12.2026
Manufacturer name: Hetero Labs Limited Man. License No.: 22/RR/AP/2001/F/R

Bup. sineusis No:

Unit L1, Forr;;llation Plot No 22 - 110 IDA, Jeedimetla, Hyderabad, 500 055

IOuiT 111, ®opmysneitmu Thior Ne 22 - 110 LIA, [JxuaiveTtaa, Xaitnepaban, 500 055

Conclusion on the confirmation of the conditions for the
production of medicinal products in accordance with the
requirements of the GMP No.:

BHCHOBOK OO NIATBEPIKEHHST yMOB BHPOBHILTBA JIKAPCHKHX
3acobis sumoram HBIT Noe:

197/2025/C-500-25

validity:
Tepmin il

07.12.2025

4030405

Product Code
Kon npoaykra

Date of Batch Release
Jlara BHIYCKY €€ pit

31/07/2025

Analysis procedure results

Pe3y/ibTaTH NPOBEJCHHS aHafi3
Specification / lonyerumi mewxi

—

Sr.No Test / Release / Shelf-life / Result /

Nes/n| TlokasHUK SIKOCTI TipH BHIYCKY 1a Tepmid PesyabTaT
upHaaTHoCTi

Reddish brown cap / White body size '4' hard
gelatin capsules imprinted with '140" on cap and
7" on body with black ink, filled with white to off
white powder.

1. | Description

Teepai sKenaTHHOBI KarCyJu posmipom 4, 3

Onue KPULUKOIO YEPBOHYBATO-KOPHHHEBOTO KONbODY /

Kkoprycom 6ifioro KOALOPY 3 nanucom «140» Ha
kpuiuui Ta «J» Ha KopriyCl HOpHHM HOPHHMIIOM,
HaroBHeHi nopoikom 6ioro a6o maibke 6inoro
KOJIbOPY.

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

Reddish brown cap / White body size '4'
hard gelatin capsules imprinted with '140'
on cap and 'J' on body with black ink,
filled with off white powder.

I'sepai JKeNaTHHOBI KANCYJIH PO3MipoM 4,
3 KPHULIKOIO 4epBOHYBATO-KOPUHHEBOTO
KoLopy / KOpmycoM Ginoro KoOmLOpy 3
parmucom «140» Ha kpuwLi 1a «J» Ha
KOPITYCl HOPHHM UOPHHIOM, HaroBHEHi
nopolukom maibke 6i10ro KoJs0

www. hetero.com




Certificate No.:

Ceprudixar

Test /
[MoKA3ZHHI SIKOCTI

HETERO LABS LIMITED

UNIT-HI (E.O0.U)
Factory : 22-110,

IDA, Jeedimetla,

Hyderabad - 500 055. Telangana, INDIA.
Phone : +91 40 23096171/72/73 [ 74

Ne: 03FP25007083

Release /
npu BUNYCKY

Identification
InenTudikauis

Specification / JlonyeTumi Mexi

Sheli-life /
Ha TepMmif
npUaATHOCTI

By HPLC

Metona BEPX

The retention time of major peak in
the chromatogram of the sample
solution should correspond to that
in the chromatogram of the
standard solution as obtained in the
Assay.

Yac yTpHMyBaHHs OCHOBHOTO Ky
Ha xpomarorpami po3unHy
BHNpo0yBaHOro 3pasxa pignosinac
TAKOMY HA xpmmmrpami PORUKHY
CTAHAAPTHOTO 3pasKa,
oTpuMaloMy Y BunpolyBaHi
«KinbkicHe BH3IHAUSHHIDY.

(8]
N

By TLC

Meron TIUX

(The principal ~ spot in
chromatogram  obtained with
sample solution should correspond
in position and intensity with that
in the chromatogram obtained with
standard solution.

UcHoBHa rusimMa Ha xpoma’rorpaml,
OTpUMaHii s pO34UHY
BUNPOOYBAHOTO 3paska,
iznosizac 3a cBOIM [OJIOWCEHHIM
T2 IHTEHCUBLICTIO OCHOBHIM muIAMI
Ha xpoma'rorpami, oTpumMaHiil ans
CTaHAAPTHOrO PO34MHYy.

capsule

| kancyiu

3. | Average weight of filled

CepenHst maca 3an08HeHo0l

139.0 mg = 5%
(132.05 mg - 145.95 mg)
139,0 mr + 5%

(132,05 mr — 145,95 mr)

4. A(/erage net fill content

100.0 mg + 5%
(95.0 mg— 105.0 mg)

Corporate

 E—

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

T: +91 40 23704923 /25

the

Not carried out

He nposoanThes

Not carried out

He npoBOUHTHLN

Not carried out

He npoBoauTLCA

Not carried out

| BusHauCHHA».
The principal spot in the

Page 2 of 5
Cropika 235

Result /
Pesyjbrar

The retention time of

major peak in the
chromatogram of the
sample solution

corresponds to that in
the chromatogram of
the standard solution as
obtained in the Assay.

Yac yTprMyBaHH
ocHoBHoro  fiKy  Ha
XpomaTorpami posuuHy
BuNIPOBYBAHOTO 3paska
BiAMOBifAE TAKOMY Ha
Xpomarorpami po3dHHy

CTaHAAPTHOTO  3pa3ka,
OTpHMAHOMY y
BHIIPOBYBaHHI
«KinbkicHe
BU3HAUCHHSAN.

chromatogram obtained
with sample solution
corresponds in position
and intensity with that
in the chromatogram
obtained with standard

solution.

Ochusta  oiva Ha
Xpomarorpami,
oTpHMaHiH At
pO3YNHY

HnpoGyBaHoro 3pasKa,
signobigae 3a CBOTM
[ONOKEHHAM T4
{HTE HCUBHICTIO

ocHoBHIM ruami  Ha
XpoMaTorpami,
orpumanif st
cTaH/1apTHOTO

138.24 mg

138,24 mr

97.9 mg

www.hetero.com



HETERO LABS LIMITED

UNIT-1Il (E.O.U)

Factory : 22-110,

IDA, Jeedimetia,

Hyderabad - 500 055. Telangana, INDIA.
Phone : +91 40 23096171/ 72/ 73/ 74

Certificate No:: | 03rp25007083 Page§ of 5
Ceprudirar Ne: Cropitika3 35
Specification / Jlonycrumi Mexi
Sr.No Test / Releasc / Shelf-life / Resuit/
Nos/n [MToxa3umk sIKOCTI npH BUAYCKY 1a Tepmin Pesynnrat
NpHIATHOCTI
Cepeanst Maca BMicTY 100,0 mr+ 5% He npoBoaAnTHCS 97,9 mr
KANCYJTH (95,0 mr - 105,0 mr)
5. | Lock fength 14.40 mm + 0.40 mm Not carried out Minimum: 14.17 mm
Maximum: 14.49 mm
JIoBXKHHA B 3aKPHTOMY
BHIJISIAI 14,40 mm = 0,40 mm He npoBoanTbCs Miunimym: 14,17 Mmm
Makeumym: 14,49 mwm
6. | Water content
(By KF) Not more than 2.0% m/m 1.1 % m/m
Bwmict BoAM
(meron Kd) He 6inbiue 2,0% m/m 1,1 % m/m
7. | Uniformity of dosage L1=15.0 on the first 10 dosage
units units or if greater than L 1 then the
Pregabalin (CsH17NO>) value is less than or equal to L [ for | Not carried out 4,7
Acceptance value (L1) 30 dosage units in total and no
individual content of the dosage
unit is less than (1-1.2 x 0.01)M not
more than (1+L2 x 0.01)M in the
calculation of acceptance value
under the content uniformity.
LI = 150 ans nepumx 10
OpHOPIAHICTH K030BAHUX | 1030BAHHX  OLMHHLb, abo sIKLLO
OAHHHUb Ginnute L1, Toni 3nadenns meiue | He MpOBOANTHCSA
Tperabaniy (CsHi7NO2) a6o gopismoe L1 ana 30 4,7
TpuitManbHe YMCIo (LD [O30BAHMX OANHHLBL Y Uinomy, i
KomeH IHAMBiAyaibHHI BMICT Yy
1030BaHill OAMHULI HE € MCHUINUM
3a (1-L2 % 0,0 1)M 1 xe Glnblinm sa
(1+ L2 x 0,01)M npu obuucielHi
npUHMAaILHOro  HWcna  METOAOM
[pSIMOTO BU3HAYCHHA.
8. | Dissolution Not less than 75% (Q) of the labeled amount of Pregabalin
(CsH17NOz) is dissolved in 15 minutes. 100 %
PosunnenHs He wenwe 75% (Q) Bin HOMiHanbHOT Kinbgocti
[perabaniny  (CsH "NO2)  POBUMHAETLCS  [IPOTATOM 100 %
15 XBHIWH.
9. |Related compounds
H-PGNRCO1 Not more than 0.2% m/m Not more than 0.2% m/m Not Detected
H-PGNRCO03 Not more than 0.2% m/m Not more than 0.2% m/m Below LOQ (LOQ
=0.003 % m/m)
Maximum single
unspecified impurity Not more than 0.2% m/m Not more than 0.2% m/m 0.04 % m/m
Total impurities Not more than 0.8% m/m Not more than 1.0% m/m 0.04 % m/m
Cynposigui gomiies
H-PGNRCO1 He 6inbine 0,2 % M/m He 6inpiue 0,2 % M/M He BusiBJIEHO
H-PGNRCO03 He 6Ginbuie 0,2 % m/M He Sinbie 0,2 % m/M Mewwe MKB (MKB =
0,003% m/m)
Corporate
7-2-Ab—Andustriat-Estates; Sarathritagar, Hyderalbad=-5007 018, Telangana, mdia

T: +91 40 23704923 / 25

www.hetero.com



HETERO LABS LIMITED

UNIT-HiI (E.O.V)

Factory : 22-110, 1DA, Jeedimetla,
Hyderabad - 500 055. Telangana, INDIA.
Phone : +91 40 23096171/72/73 [ 74

Cce”‘ﬁc.““" No- | asrps007083 gﬂge 4 Ofi o ]
‘ eptudirar Ne: | Topinka435

——_‘—’T—‘ . » . ” n

Specification / JonycTumi MexKt
Sr.No Test/ Release / Shelf-life / Result /
Nes/n ToKa3HHK STKOCTI [pH BUTYCKY Ha TepMin Pesyiabrar

npHAaTHOCT

MakecumanbHa OJAHHHYHA

uecneundikopara He Binsiue 0,2 %o M/m He 6isblie 0,2 % M/ 0,04 % m/m
JOMILLIKa
JarafibHa KiibKicTh He 6uibie 0,8 % m/m He Ginsiue 1,0 % m/m 0,04 % wm/m
OMILIOK J

10 | Assay

Each Capsule contains

Pregabalin (CsHNO») in
meg, 71,25 ~78,75 75.36
(%) Labeled amount 95,0~ 105,0 100.5
Kisibicicne BH3HAUEHHST
KosHa Kancysia MicTrTb
TperaGanin (CsHi7NO2), y mr 71,25~178,75 75,36
5 % Bia HoMiHaIbHOT KinbkoeTi | 95,0 — 105,0 100,5

IT. | Microbiological

examination

1. Total aerobic microbial

count: Not more than 1000 cfu per g. Less than 10 cfuper g
Total combined yeast and
moulds count: Not more than 100 cfu per g Less than 10 cluperg

2. Test for specified
Microorganisms:
Escherichia coli: Should be absent per 1 g. Absent per g.
Mikpobioaoriuna
4UCTOTA

|, 3aralibHe YHCI0
aepodHUX mikpoopraHizmis
(TAMC): He Ginpwe 1000 KYO/r Menwe 10 KYO/r.
3arantie "Hcao
APPKILKOBHX Ta MTICCHEBUX

Memwe 10 KYO/r.

rpu6is (TYMC): He 6innwe 100 KYO/r
2. BunpoOysaHHs Ha
oKpemi BHIN
MiKkpoopraHimis: —\
uischerichia coli: [Topuui 6yT BincyTHiB 1 T Bigcyrnis I
- - 2 .
Labelling Should correspond to the MQC requirements Complies
MapKyBaHHs [losutno Biznosizary sumoramt MKA Bixnosigae
Packaging Should correspond to the MQC requirements Complies
[MaKyBaHHst [loBUHHO BiAMOBIAATH BUMOTaM MICL Bixnosinac

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



HETERO LABS LIMITED

UNIT-1NI {(E.O.U)

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

Certificate No.: Page 5 of 5
» Cepradinar No 03FP2S007083 | Cinitiass s {

[ hereby certify that the above information is authentic and accurate. This batch 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 o be in compliance with GMP.

L 51 3ac6i0UYI0, 10 1UGCOeHA GLye inghopmaijis € 00CHIOGIPHOIO MU MOUHOIO. Liio cepiio npodyryii 6y
GUPODIEHO (BRAIOUAIOYY RAKYGANNS/MUPKYBUHHS) MU KOHMPOLD if scocmi na GuiyesaINaien it GUPOOHUil
QinbHuli NPogeoeHo y noGHiT GIONOGIOHOCI 3 GUMO2AMY, 3USHAUEHUMU g yunwuii nacmanoei 3 GMP,
sameepdoiceniti Minicmepcmeom OXOpOoHU 300po6 s Yrpainu, i 3 uMo2au peccmpayitinozo 00Cve Kpainu
npusnauenus. lpomoronu GUPOOHUYMEA, NAKYBANHSL INd ananizie Gyno nepeisHymo md 6CmaHoGeHO

gionosionicme GMP.

Name | Pandharinath. B

Position of person authorising the batch release | Asst Manager-Quality Assurance
Ipizsuie | Mauaxapinatx. b

[Mocana ocodu, sKa Brana JIO3BIA HA BUTTYCK cepii | Menemxep, 3abe3

neyeHHs SIKOCTI

[

Signature of person authorising the batch release
[Tizmuc ocoBu, sika BHAala K03BI Ha BUIYCK cepif

Date of signature
Jara nignuicaris

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



JNEPKABHA CJIY/KBA 3 JIIKAPCBKHUX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTHUKAMMH Y KHIBCBHKIN OBJIACTI

npos. Ceitnuunoi Hanii, 3, m.Kuis, 02099, ten/dakc: (044) 576-40-41
E-mail: dls.ko@dls.gov.ua, Kox €ZIPTIOY 37078774

BUCHOBOK
PO AKICTh BBE3€HOI0 B YKpaiHy JiKapchbKOro 3acody

05.01.2026 Ne 56713/26/10

BAIIPE

(naiiMeHyBaHHS JiKapchKOro 3aco0y 3rifHO 3 peecTpaliifHuM MOCBiTYEHHAM)
Kancyau no 75 mr, no 10 kancy.a y 6.icrepi; no 3 6aicrepn y kapToHHil Kopooui

(dhopma BuITycKY, NO3YBaHHS, BHJ IAKyBaHHS JIIKapchKOro 3acoly)

Howmep peecrpauiitroro nocsiguenns UA/19101/01/01 crpox aii peecrpaniitsoro nocsinuenns 16.12.2026

Cepis mixapcbkoro 3acoby Ne 253111 Kisnbkicts BBe3eHoro Jikapcskoro sacoby 34980
BupoGruk I"erepo J1ab63 Jlimiten, Iumis
(naliMeHyBaHHA BUpOOHHKA JIIKapChKOTO 3aco0y, KpaiHa MOXOKEHHS )
Baesero B Yipainy CrijibHe yKpaiHCbKO-eCTOHChKE MiAMPHEMCTBO Y popmi ToBapucTBa
3 o0Me:xeHOI0 BiqnositanbHicTIo "OnTtiMa-®apm, JIT/", inenr. xox:
21642228

(naiiMenyBanHs Ta kog 3a €JIPTIOY ropumuusoi ocobu abo npizsuiie, iM'a, o GaTekoBi (iznaHOT
ocobu - mignmpuemus, i Miclie NpoKUBAHHA Ta peecTpaliiHui HoMep 00IiKOBOT KAPTKY IIATHAKA
nojaTkis abo cepis Ta HOMep nacrnopra)

Iporoxoa Bisyaasnoro konrposo six 13.11.2025 Ne 3577/7.
JlaGoparopHuii aHaIi3 SKOCTI JKapCHKOTo 3ac00y 3/iHCHEHMIA:

JAIT "LlenTpansha sabopaTopis 3 aHATI3y SKOCTI JIIKAPCHKHUX 3ac00iB 1 MEUYHOT MPOAYKIi"
(m.Kuis, Byn. Kynpssceka 10r m.Kuis, Byn. Kynpsisceka 8B KuiBcbka obacts, ¢. Hosi Ilerpisiii,
Bys1. [Bana ®panka, 19)

(naliMeHyBaHHSA Ta MicIie3HAXOLKEHH: abopaTopii, o MpoBena NadopaTOPHHIA aHaNi3 SKOCTI)

BHCHOBOK 111010 SIKOCTI JiKapehKoro 3acoly, Buaanuii naboparopieto sig 26.12.2025 Ne 2057

Pesynsrary 1a60paTOpHOro aHAII3y AKOCTI JIKAapChKOro 3acoby 3a nepesipeHnMy noka3sukamy BiIMOBIaI0TH
BHMOTAM METO/IB KOHTPOJIIO AKOCTI (AHAIITHYHO-HOPMATHBHOI JJOKYMEHTALLIT).

3a pesynbTaTaMu [Ep:KABHOIO KOHTPOIIO BCTAHOBIEHO, IO Jiikapcekud 3acib BBeseHo B VYkpainy 3
JOTPHUMAHHSM BuMmOr 3aKOHOJABCTBA 1I0/10 3a6e3neueHHs AKOCTI JIIKapChKHX 3ac00iB.

Onera EPBLOMEHKO

{riiomwc) {iginiams ra opizpange)

TRIAL MCDE - a valid license will remave this message. See the keywards property of this PDF for mare infarmation.



HETERO LABS LIMITED

UNIT-Ili (E.O.U)

Factory : 22-110, IDA, Jeedimetla,
Hyderabad - 500 055. Telangana, INDIA,

CEI{T[FICATE OF QUAL[vane 491 40 23096171/ 72/ 73 [ 74

CEPTH®IKAT SIKOCTI
Certificate No.: Page | of 5 i
Ceprudirar No; 03FP25006601 Cropinka | 35
Product name; BAPRE Manufacturing country: | India
Hazsa npoayxuii: BAIIPE Kpaina-BHpOGHHK: Inais
Pharmaceutical form: Capsules Destination country: Ukraine
Jlikapebka qopma: Kancynu Kpaina npu3HaueHHst: Ykpaiua
Strength/potency: 1 capsule contains Pregabalin 75 mg
Cuna aii/aKTHBHICTD: { rearcyaa MicTHTB 75 Mr nperadajiny
Type and size of packaging: 10 capsules in a blister, 3 blister in a carton box with Ukrainian languages labelling
o 10 xancyn y daicrepi, no 3 6sicrepu y KapToHHiil Kopodui 3 MapKRYBaHHAM
Buyt i po3mip ynacoBKu: yKpaiHCHKOI0 MOBOO
Batc:h No.: £253111 BatctT Size:'" 37111 packs
Cepist Ne: Po3mip cepil: YHAKOBOK
Ml’g. Date:’ ‘ 06/2025 Expiry Datuc: 05/2027
Jara supoduuursa: TlpnaaTHUH J0:
l;egnﬁmtngn Certm'cate: UA/19101/01/01 V:d}ld up to: 16.12.2026
eccrpauiiiHe NOCBIIYEHHS! Hiiicue j1o:
Mallufacturel' name: Hetero Labs Li‘mi.ted Man. L.icens.e No.: 22/RR/AP/2001/F/R
HaiiveunyBautst BHPOOHIKA: Ierepo Jlad3 JlimiTen Bup. giuensis No:
Location: Unit 111, Formulation Plot No 22 - 110 IDA, Jeedimetla, Hyderabad, 500 055
Telangana, India
Micue3HaXoMKeH sl [Ouir 111, MopmyJeitan Thiot Ne 22 - 110 LA, Joxnaiveraa, Xaiigepaban, S00 055
Tenaurana, [njiss
Conclusion on the confirmation of the conditions for the
production of medicinal products in accordance with the validity:
requirements of the GMP No.: 197/2025/C-500-25 o y: ... |07.12.2025
BHCHOBOK IUOAO MiATBEPMKEHHSI yMOB BHPOOHHUTBA AiKapeLKHX repiin At
sacobip pumoram HBIT Ne:
Product Code 4030405 Date of Batch Rele.z.ilsc V710712025
Koa npoayKra JlaTa BUNYCKY €epil
Analysis procedure results
Pe3yJibTaTH MPOBE/ICHHS AHANIZY
Specification / JomycTumi Mexi
Sr.No Test/ Release / Shelf-life / Result /
Nos/m| TloKa3HHK SKOCTI 1Ipy BUIYCKY Ha Tepmin PesysibTaT
npUAATHOCTI
1. | Description Reddish brown cap / Whitc body size '4' hard Reddish brown cap / White body size '4'
gelatin capsules imprinted with '140' on cap and | hard gelatin capsules imprinted with '140’
'] on body with black ink, filled with white to off | on cap and 'J' on body with black ink,
white powder. filled with off white powder.
TBepai JKenaTUHOBI Karcyu posmipom 4, 3 Taep/i xeNaTHHOBI Kancyiu po3Mipom 4,
Oruc KPHUIKOIO YEPBOHYBATO-KOPUUHEBOTO KOJILOPY / | 3 KPHLIKOKO 4epBOHYBATO-KOPHIHHEBOMO
KOprycoM 611070 KOsIbOpY 3 HAMMCOM «140» Ha | kosbopy / Kopitycom Oi10ro KOjsopy 3
KpUUIL Ta «J» Ha KOpIyci YOpHUM HOPHUIIOM, narmdcom «140» Ha kpuui Tta «J» Ha
HAMOBHEHI MOPOLIKOM Biioro a0 Makke Gisloro | Kopryci HOpHWHM “OPHHIOM, HATIOBHCHI
L KONbODY. nopolkom matbke 6i1oro KonLopy.
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Meron BEPX

the chromatogram of the sample
solution should correspond to that
in the chromatogram of the
standard solution as obtained in the
Assay.

Yac yTpuMyBakts OCHOBHOTO iKY
Ha xpomarorpami pO3UKHY
BUNPOBYBAHOTO 3pa3ka BiANOBLAE
TaKoMy Ha Xpomarorpami posuHHy
CTaHAAPTHOTO 3paska,
oTpHMaHoMy y  BHIIpoOyBanHi
«Kinpkiciie BH3HAUSHHSN.

He npoBoauTECS

Ceprudirar No: CropiHka 23 5
Specification / TonycTumi mewi
Sr.No Test/ Release / Shelf-life / Result/
Nos/n TMokazuui aKoCTI npH BHIYCKY HA T(’,pMiH Pe3yJ‘leaT
NPHAATHOCTI
2 | ldentification
IpenTndikauis
2.1 | By HPLC The retention time of major peak in | Not carried out The retention lime of

major peak in the
chromatogram of the
sample solution
corresponds to that in
the chromatogram of
the standard solution as
obtained in the Assay.
Yac YIPHMYBaHHS
OCHOBHOrO  TliKy Ha
XpoMaTorpami po3uuHy
BUrpoBYBAHOTO 3pa3ka
BIAMOBINAC TaKOMY 113
xpomarorpami po3umnHy
CTaHAapTHOro  3paska,
oTpUMaHOMYy y
BUIPOOYBaHHI
«Kinbkiche
BU3HAYCHHAY.

2.2 |By TLC

Me oy THIX

The principal spot in the
chromatogram  obtained ~ with
sample solution should correspond
in position and intensity with that
in the chromatogram obtained with
standard solution.

Oct10B1a MsSMAa Ha XpoMaTorpami,
oTpumanii ts po3umnHY
BHAPOOYBAHOIO 3paska,
BiAMOBIZAE 3@ CBOIM IOJIOMEHHAM
T4 IHTEHCHBHICTIO OCHOBHIH MuIAMI

Not carried out

He npoRBOAUTLECA

The principal spot in the
chromatogram obtained
with sample solution
corresponds in position
and intensity with that
in the chromatogram
obtained with standard

solution.

OcHoBHA (UiAMa Ha
Xpomarorpami,
oTpumaniit JuTs
pO34HHY

BHIIPOOYBAHOTO 3pasKa,

Ha XpomaTorpami, OTpuMaHii 11 Bianosimae 3a CBOIM
CTAHIAPTHOTO PO3UHHY. TOJIOKEHHAM Ta
{HTE HCHBHICTEO
OCHOBHIM rmamMi  Ha
xpomaTorpaMi,
oTpuMaHin anst
CTaH1apTHOro
PO3UMHY.
3. | Average weight of filled 139.0 mg + 5% Not carried out 138.55 mg
capsule (132.05 mg - 145.95 mg)
Cepeanst Maca 3a10BHeHOT 139,0 mr = 5% He npoBoadTbHCS 138,55 mr
KANCYJIH (132,05 mr — 145,95 mr)
4. | Average net fill content 100.0 mg = 5% Not catried out 98.1 mg
(95.0 mg — 105.0 mg)
Cotlporate 100,0 mr + 5% He rpoBOAHTHCA 98,1 mr
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Specification / JonyeTumi Mexi
Sr.No Test/ Relcase / Shelf-life / Result /
Nos/u [Toka3HuK siKOCTI npH BHNYEKY Ha TepMiH PesynwTar
NpHAATHOCTI

ICANICYJTH

Cepeanst maca BMicTy

(95,0 mr — 105,0 mr)

5. | Lock length

BHIJISIAI

JloBxKHA B 3AKPUTOMY

14.40 mm + 0.40 mm

14,40 mm + 0,40 Mm

Not carried out

He nipoBoauTsLes

Minimum: 14,15 mm
Maximum: 14.57 mm

Minimym: 14,15 mm
Makcumym: 14,57 mm

6. | Water content
(By KF)
BmicT BOAK
(meTon KD)

Not more than 2.0% m/m

He 6inbiue 2,0% m/M

1.1 % m/m

1,1 % m/m

7. | Uniformity of dosage
units

Acceptance value (L1)

CANHHLIbL

Pregabalin (CgH7NO3)

OaHOPIAHICTH Z030BAHMX

Hpera6aniH (CanNOz)
Mpuitmanse yreso (L1)

L1=15.0 on the first 10 dosage
units or if greater than L | then the
value is less than or equal to L | for
30 dosage units in total and no
individual content of the dosage
unit is less than (1-L2 x 0.01)M not
more than (1+L2 x 0.01)M in the
calculation of acceptance value
under the content uniformity.

LI = 150 mus nepuux 10
1030BaHKUX  OJHHHLbL, a00 AKLWO
Sinbuie L1, TOAI 3HAYEHHS MEHLIE
abo popismoe L1 gas 30
[030BaHUX ONUMHMUL Yy wUinomy, i
JOAEH (HAMBIAYANbHUIE BMICT Yy
N030BaHIY OAHHHUUI HE € MEHIUWM
3a (1-1.2 x 0,01)M i te Ginplumm 34
(1+ L2 x 0,00)M npu o6uuCnCHHI
npuiiMaaLHOre  4HCAa  METOAOM
MpAMOr0 BH3HAUEHHS.

Not carried out

He npoBoanTLCS

4.2

8. Dissolution

Po3yuteHHs)

Not less than 75% (Q) of the labeled amount of Pregabalin
(CgH7NOy) is dissolved in 15 minutes.

75% (Q) Bin
(CsH17NO»)

He wmeHwe
[Tperabaniny
15 XBUITHH.

HOMiHAJTBLHOT
POBUMHAETLCS!

KiSIbKOCTI
[IpOTAroM

100 %

100 %

9. |Related compounds
H-PGNRCOI
H-PGNRCO03

Maximum single
unspecified impurity
Total impurities
Cynpoiani gomMimku
H-PGNRCO1
H-PGNRCO3

Not more than 0.2% m/m
Not more than 0.2% m/m

Not more than 0.2% m/m
Not more than 0.8% m/m

He 6inbiue 0,2 % m/m
He 6inbe 0,2 % m/m

Not more than 0.2% m/m
Not more than 0.2% m/m

Not more than 0.2% m/m
Not more than 1.0% m/m

He Ginbwe 0,2 % m/m
He Ginbe 0,2 % M/m

Not Detected
Below LOQ (LOQ
=0,003 % m/m)

0.04 % m/m
0.04 % m/m

e BusiBeHO
Meuwe MKB (MKDB =
0,003% m/m)

Corerate
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Specification / Jonyerumi mesxi
Sr.No Test / Release / Shelf-life /

Noz/ni [Moica3HKK SKOCTI NpH BHIYCKY Ha Tepmin
ApHAATHOCTI

Result /
Pesynnrtar

MakcumansHa ofHHHYHA
Hecneundixosana He 6inbwe 0,2 % m/m He Ginbie 0,2 % m/m 0,04 % m/m

AOMitLKa
3aranbHa KibKicTh He 6inbie 0,8 % m/m He Ginbute 1,0 % m/m 0,04 % wm/m
JOMILIOK

10 | Assay

Each Capsule contains
Pregabalin (CsHi7NO2) in
mg, 71,25~78,75 75.26
(%) Labeled amount 95,0 - 105,0 100.3
KuibKkicHe BU3HAYeHHSsE
Koxcna kancyna MiCTHTh
[peraGaiti (CsHi7NOa), y mr | 71,25 - 78,75 75,26
B % Bia HOMiHABHOT KitbkocTi | 95,0 — 105,0 100,3

11. | Microbiological
examination

1. Total aerobic microbial
count: Not more than 1000 cfu per g. Less than 10 cfuper g
Total combined yeast and
moulds count: Not more than 100 cfu per g. Less than 10 cfu per g
2. Test for specilied
Microorganisms:
Escherichia coli: Should be absent per 1 g. Absent per g.
Mikpo6ioaoriuna
YHCTOTA

I. 3aranbHe YuCsI0
aepoBHIX MikpoopraHiaMis
(TAMC): He Ginbwe 1000 KYO/r Menwe 10 KYO/r,
3arajbHe HHCIOo
ApHKIDKOBHX Ta MUTICEHEBUX
rpubis (TYMC): He 6inpwe 100 KYO/r Meuwe 10 KYO/r.
2. BunpoOygaHHs Ha
OKpeMi BHIU
MikpoopraHizmis:
Escherichia coli: [MosuuHi 6yTy BincyTHi B 1 T BincyrsiB | r.
Labelling Should correspond to the MQC requirements Complies
MapkyBaHHsi [Tosuuo Bignosinatu sumoram MK Biarnosigac
Packaging Should correspond to the MQC requirements Complies
Makysauus TMosurHO Bignosinary suMoram MIC Binnosingae

I hereby certify that the above information is authentic and accurate. This batch of product has been

Corporate  manufactured, including packaging/labeling and quality control at the above mentioned site in full
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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
bateh processing, packaging and analysis vecords were reviewed and found to be in compliance with GMP.

Ll s 3aceiouyio, ujo nagedenda ue inghopaicnyist € GOCMOGIPHOIO M MOUTOIO. L0 cepiio npodyxyii 6yno
GUPOBGAEHO (BKAIOUAIONU NAKYBAHHSA/MADKYBUHIISL) MA KOUINPONe it sicocmi na euesasnaverii GupotHuuiL
dinvuiyi npogedeno y nosuiil sionogionocmi 3 suvo2a, sasnauenumy 6 wunnitl nacmanoei 3 GMP,
samgepoacenili Minicmepcmeom 0XOpOHU 300p0g ‘st Yipainy, i 3 GumModml peccmpaifitino2o 00Che Kpdaitu
npusnauenns. IIpomokonu BUPODHUYMBA, NAKYCUHHS M ananizie 6yA0 nepe2nsnymo mnd 6CMAHoGIeHO
gionogionicnme GMP.

Name | Pandharinath. B

Position of person authorising the batch release | Asst Manager-Quality Assurance
[Mpizsuwe | Manaxapinarx. b

Mocana ocobu, ska Buand J03Bis Ha BUITYCK cepil | Menexep, 3

Signature of person authorising the batch release
TMinnwc ocoby, sxa BHAaNa O3B Ha BHIIYCK cepil

Date of signature
Jara nignucaHus
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