JEPJKABHA CJIIYKBA 3 IKAPCbKNX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTUKAMM Y KHIBCHKIU OBJACTI

npos. Ceitiugroi Hapii, 3, m.Kuis, 02099, ten/daxc: (044) 576-40-41
E-mail: dls.ko@dls.gov.ua, Kog €JIPTIOY 37078774

BUCHOBOK
npo AKiCTL BBE3eHOro B YKpaiHy JIKapchKoro 3200y

23.10.2025 Ne 43973/25/10

BAJILAOCHI

(aiiMeHyBanHs NIKAPCHKOTO 3ac00y 3riaHo 3 peecTpaLiium MOCBLIYCHHAM)
Kancyau no 4 mr, no 30 kancyJ y KonTeinepi, 1o 1 xoureiinepy B KapTOHHI# KOpoOui

(dopma BHITYCKY, MO3YBAHHS, B IIAKYBAHHS JIKAPCHLKOTO 3acoby)
Homep peecrpaniitnoro nocsizuents UA/20100/01/01 erpox aif peecrpauiiioro nocsinuexs 15.01.2029
Cepis nikapcskoro saco6y Ne E252516B KinskicTs BBE3€HOr0 Nikapepkoro 3acoby 2304

Bupo6uuk Terepo JIa63 Jimiren, Inaisa
(saitMeHyBanHs BUPOGHIKA JIiKapcEKOro 3acoly, kpaina FOXO/UKCHHS)

BeeseHo B Yxpainy ToBapucTBo 3 06Mexeno10 BianosizanbicTio "AMAPOKC
IOKPEVH JUMITEN", inenr. xoa: 43687709
(uaivenypamms Ta koA 3a CAPIIOY opumrmoi 0cobu a6o npizmme, iM's1, o GaTpkoBi (BizraHol
0cO0H - T uIpreMIA, i MiCIe NPOKUBAHHS Ta peccTpaniiiuii HoMep 06TiKOBOT KAPTIH IIATHUKA
roAarKiB a6o cepis Ta HoMEp NacKopTa)

IIporokoa sisyansHoro konrpoo sia 15.09.2025 Ne 2841/1.
JlaGoparopHuit ananis sxocti Jikapeskoro 3acoby 3nificHeHuit:

JUI "LienTpansHa JaGopaTopist 3 ananisy SKOCTi JiKapehKux 3aco0iB i MemyHOT TPOTyKIii"”
m.Kuis, By Kynpascexa 10r m.Kuis, Byn. Kyapssceka 8B Kuiscbka obnacts, ¢. Hosi IleTpiBui,

yIL. Kyap YL RyIp P
By Isana ®panka, 19)

(FaiiMeHyBaHmA Ta MICIE3HAX0DKeHHs afopaTopii, 1o nposena radopaTopri aHai3 AKOCTI)

BHCHOBOK LIOO 5IKOCTI JiiKapehKoro 3acoy, Buxanuit naboparopiero sin 22.10.2025 Ne 1652

PesynbTaTyt 1aGOPAaTOPHOro aHaNi3y SKOCTi JiKapchkoro 3acoly 3a MepeBipeHMMHU NOKa3HUKAMH BiamoBigaoThL
BHMOTaM METOAIB KOHTPOIIO SKOCTi (aHANITHIHO-HOPMATHBHOL IOKYMEHTaL).

3a pesynpTaTaMM JEPXKABHOTO KOHTPONIO BCTAHOBIEHO, IO mikapcpkudl 3aci6 BBeseHo B YkpaiHy 3

JOTPHUMAHHSM BuUMOT 32KOHOAABCTBA MO0 3abe3nedenHs AKOCTI JiKapchKuX 3acobis.

% - @J;g/ Bikrop CTEGKIBCHKH

/7 Z <ot )
HTPOIO) —-—‘6 {manuey” (ininiaum ta npizauuLe)

yKPAY
Qs\%‘ﬂoﬁrpé' 4

T 4,0%‘,




HETERO LABS LIMITED

UNIT-HIl (E.O.U)

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

HETER

BATCH CERTIFICATE
CEPTU®IKAT CEPII
Certificate No.: Page 1 of 3
_ _ Ceprugikat Ne: _O3FP25006990 Cropinka 133
Product name: | BALDOSIL Manufacturing country: | India
Hasea npoaykuii: | BAJIbAOCHJL Kpaina-gupooumi: | Inais
Pharmaceutical form: | Capsules Destination country: | Ukraine
Jlixapeobka dopma: | Kaneyau Kpaina npusnayenns: | Ykpaina
Strength/potency: |1 kancyna MicTuTb 4 MI CHJIONO3UHY
Cuna pii/akrunicTb: | 1 capsule contains 4 mg of silodosin
Type and size of packaging:| 30 capsules in container; 1 container in carton box with labelling in Ukrainian language
Bua i posmip | mo 30 kancyn y Konteitnepi; no I kouTeiinepy B KapToHHil Kopobuli 3 MapKyBaHHSM
YNAKOBKM: { YKPaiHCbKOI0 MOBOIO
Batcl3 No.: £252516B Bat'ch Slz::_: 2500 packs
Cepin No: ; Po3smip cepil: YIIAKOBOK
Mfg. Date: Expiry Date:
Hata BupoOuuiTBa: 05/2025 Jara 3akinyeHds: TepMiHy NPHAATHOCTI: 04/2027
Registration Certificate: | ;4 »qy100/01/01 Validup to: | 5 41 9029
Peccrpauiiine nocsiguenysi: Hiiiche no:
Manufacturer name: | Hetero Labs Limited License No.:
Hajimenysauns supotuuxa: | Lerepo JIa63 Jimiten Jlinensia Ne: 22/RR/AP/2001/F/R

Location:
Micue3HaxomKeHHsi:

Unit X1, Formulation Plot No 22 - 110 IDA, Jeedimetla, Hyderabad, 500 055 Telangana, India
FOuir [11, ®opmyaeiimn Moot Ne 22 - 110 LA, Jxuaiverna, Xaiinepataa, 500 055 Tenanrana, Tupist

Conclusion on the confirmation of the conditions for the production of
medicinal products in accordance with the requirements of the GMP No.: 197/2025/C-500-25 validity: 07.12.2025
BHCHOBOK (030 NIATBEPAMKEHIIS yMOB BUPOGHHLTBA JiKapebkuX 3acobis Tepmin miiz}|
Bimoram HBIT Ne:
Product Code: 4032263 Date of Batch Re!eas.cl'..: 28/07/2025
Koa npoaykra: Jara Bunycky cepii:
Analysis procedure results
Pe3y/ibTaTH NPOBEJCHHS aHaJI3
Sr.No| Test/ ) Specification / Result /
Ne 3/n Moxa3nuK stkocTi Jonycrumi mexi Pesynwtar

1 | Description

White cap/ White body size ‘3’ hard gelatin
capsule imprinted with ‘H’ on cap and ‘S’ on
body, filled with white to off white powder.
Kancynu tBepai xenatiHoBi po3mipom «3» 3
KopriycoM Gioro Kombopy Ta KpULIKOIO
6inoro KoNLOpy, 3 MapKyBaHHAM HODHOTO
konbopy «H» Ha kpuwui T1a «Sl» — Ha
Kopryci, 3anoBHeHi nopoixoM Biax 6inoro Ko
maiixe 61J10ro KOJNIbOpY.

White cap/ White body size ‘3’ hard gelatin
capsule imprinted with ‘H’ on cap and ‘S1” on
body, filled with off white powder.

Kanicynu Teepai xeJlaTUHOBI po3mipom «3» 3
kopnycom Giloro Kojbopy Ta KpHUILKOMO
6inoro KoMLOpY, 3 MAapKyBaHHAM YOPHOro
kombopy «H» Ha kpumui Ta «Sl» — Ha
KOpIIYCi, 3aMoBHEH] nopouikom Malbke Ginoro
KOJIHOPY.

2 |]dentification
2.1 By HPLC

22 By UV

2.1 Meron 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.

The UV absorption spectrum of the sample
solution should exhibit maxima only at the same
wavelength as that of a standard solution.

Yac yTpuMyBaHHs OCHOBHOTO Mika Ha
XpomarorpaMi  BUNPOGOBYBAHOTO — pO3UUHY
BiNOBizac wacy YTpUMYBAHHS OCHOBHOTO
flika Ha XpOMaTOrpami CTaHIapTHOIrO POIUNHY

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.

The UV absorption spectrum of the sample
solution exhibits maxima only at the same
wavelength as that of a standard solution.

Yac yTpuMyBaHHs OCHOBHOTO Tika Ha
XpoMarorpami  BUNpoBOBYBAaHOrO  PO3UHHY
BiZNOBIZAE yacy YTPUMYBaHHS OCHOBHOTO_IIi
Ha Xxpomarorpami CTaHuapTﬂoro’&pq?{

y BunpobysanHi «KinbKicHe BUHaYEHHAN.

Corporate

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

T: +91 40 23704923 / 25
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HETER

HETERO LABS LIMITED

UNIT-1Il (E.O.U)

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

Certificate No.:
Ceprudirat No:

Page 2 of 3

03FP25006990 Cropitika 23 3

2.2 Meton abcopbuiitHot
cnektpodoromeTpii B
yabrpadionerosiii i
BUAMMIl obsacTax

YO cnekrp nornuHaHHs BUNpo6OBYBAHOrO
PO3UMHY Ma€ MaKCUMYMH TiNbKH 38 OAHAKOBOT
JOBXUHAN XBWJT, WO i CMEKTP MOMIHHAHHA

CTAHIAPTHOIO PO34YHHY.

Y® cnextp NOMMHMHAHHA BHOPOOOBYBAHOIO
DO3UHMHY MA€E MaKCMMyMM TiJIbKU 33 OXHAKOBOT
OOBXMHH XBHJi, INO i CHEKTP NOTTMHAHHS

CTAHJAPTHOTO PO3HHUHY.

3 |Average weight
of filled capsules

Cepennst maca
HaNOBHEHOI KancyJ/m

225.00 mg £ 5.0%
(213.75 ~ 236.25)
225.00 mr = 5.0 %

225.60
225,60

mg
Mr

4 |Average net

fill content

Cepennsi maca BmicTy
Kancysy

175.00mg + 5.0%
(166.25 — 183.75)
175.00 mr £ 5.0 %

174.89
174,89

mg
Mr

5 |Lock length
Josxuna 3axpurol

KancyJjiu

15.80 mm £ 0.40 mm

15.80 Mm £ 0.40 MM

Minimum 15.66
Maximum 15.89

Minimym 15,66
Maxkcumym 15,89

mm

MM

Water content
Bwmict Bogu

Not more than 4.0 % (w/w)
He 6inbute 4.0 % (M/M)

1.4
1,4

% (wiw)
% (M/M)

Uniformity of dosage units

- Silodosin
(CasH32F3N304)
OnHopiaxicTs
A030BAHMYX OAHHHUE

— CHNTOLO3HH
(CasHa2F3N304)

Acceptance value not more than 15.0 (L1)

[MpuitmanbHe yucno xe Ginswe 15.0 (L1)

3.8

3,8

8 | Dissolution

Pozuunenns

Not less than 80 % (Q) of the labeled amount
of Silodosin (C2sH32F3N304) is dissolved in 20
minutes.

He menmte 80 % (Q) pix HoMinaisHOTO
BmicTy cunonosuty (CasHsF3N3;Oq)
po34uHACThCA 3a 20 XB

101 %

101 %

9 |Related substances:

- H-SLDRCOS

— Impurity at RRT 0.84

— Any individual
unspecified impurity

— total impurities

CynpoBiani fominurcu:
— H-SLDRCO05

— nominrka npu BUY 0.84

— ONIMHUYHA
Hecneuudikosana
noMiurka

- CyMa HOMIIUOK

Not more than 0.5 %
Not more than 0.2 %
Not more than 0.2 %

Not more than 1.0 %

He Ginbuie 0.5 %
He 6inbe 0.2 %
He Ginbiue 0.2 %

He 6inbine 1.0 %

0.03 % wiw
Not Detected
Not Detected

0.03 % wiw

0,03 % m/m
He Busisneno
He BusBneso

0,03 % m/m

Corporate

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

T: +91 40 23704923 / 25
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HETERO LABS LIMITED

UNIT-IIl (E.O.U}

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

Certificate No.:
Ceprudiar No:

Page 3 of 3

03FP25006990 Cropinka 333

10

Assay:
Each Capsule contains:

Silodosin (CysH3,F3N;04)
~ % Labeled amount
KinpkicHe BUZHAYCHHS:
KOXHA Karcyna MICTUTb:
CUNOO03UH (Cz5H32F3NJO4)
— MT
— % Bifl HOMIHAILHOTO
3HAYESHHS

3.8-42
95.0-105.0

3.8-42
95.0-105.0

4.05
101.3

4,05
101,3

11

Microbiological

examination

1. Microbial enumeration
tests

~Total aerobic microbial
count (TAMC):

— Total combined yeast and
molds count (TYMC):

2. Test for specified
Microorganisms:

— Escherichia coli:
MixpoGionoriuna yncrora
|. BuzHaueHHs yucna
MikpoopraHizmis:

— 3arajibHE YHCNO aepobHMX
mikpoopranismis (TAMC):
~ 3arajibHe YUCno
JPDKIDKOBHX Ta MIICEHERUX
rpu6is (TYMC):

2. Bunpo6byBaHus Ha okpemi
BHIM MiKpooprauismis:

~ Escherichia coli:

Not more than 1000 cfu/g

Not more than 100 cfu/g

Should be absent in 1 g

He 6inswie 1000 KYO/r

He 6inswe 100 KYO/r
MaroTs OyTH BigcyTHiB I T

Less than 10 cfu per g

Less than 10 cfu per g

Absentper 1 g

Menue 10 KYO/r

Menwe 10 KYO/r
BigcytHiB I r

Labelling
Mapkysanus

Should correspond to the requirements of
MQC.
[ToBunHO Bignosigatn sumoram MKSI.

Corresponds to the requirements of MQC
Binnosinae Bumoram MK

Packaging
MakyBauns

Should correspond to the requirements of
MQC.
[TosuHHO Binnosinarn Bumoram MK,

Corresponds to the requirements of MQC
Binnosigae Bumoram MKSI

I 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 Jull 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.
Llum 2 3acsiduyio, wo nasedena euuye ingopmayis ¢ docmosiprolo ma moynowo. Lo cepito npodyryii Gyno supobeno (sxmovaioyu
NAKYSanHS/MAPKYSAHHS) Ma KOHmpons 1T akocmi na euupesasnaveniii 6upobHuuill dineHuyi nposedeno y noeniii 8idnogionocmi 3
GUMOZAMY, 3a3HaYenUMl 6 YunnIi Hacmanoei 3 GMP, 3ameepdoceniti Minicmepcmeom oxoponu 300poe’n Yxpainy, i 3 eumozamu
peecmpayiiinozo docse Kpaluu npusnavenns. IIpomokonu eupobuuymea, naxysanys ma ananizis 6yno nepeznsinymo ma GCcmano6neno
8i0nogidnicme GMP,

Name | Parameswara Reddy.P, AGM-
Position of person authorising the batch release Quality Assurance
Npizeuue

IapamecBapa Penai. P, T ~

HNocana ocoGu, fAiKa BHAANA A03BIN HA BHOYCK cepil : e
SkicTe 3a6e3neqemm/ légc'n«
/ ppaloMN
4

Signature of person authorising the batch release

IMianuc ocobu, sika B 03B HA BUIYCK cepii &(‘/,:n -
/
Date of signature < \X,-,L e (Ve
Jara nianncanus " Qr 8
o SN0

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