AEPKABHA CJIYXBA 3 JIKAPCHKUX 3ACOBIB
TA KOHTPOJIO 3A HAPKOTUKAMMH y m. KHEBI

apos. Hagii Ceitnwmunol, 3, 02099, ten. (044) 295-26-85
E-mail: dls kyiv@dls.gov.ua, Kog €APTIOY 37079055

BHCHOBOK
NPo HAKICTL BBE3EHOr0 B YKpaiHy JAikapcbKoro 3acoby
20.05.2025 Ne 24802/25/26
YPUMAK

(HaiMeHy panng JITRAPCHHOTO 3ROy Iriano 3 peccTpaniinuM Tocsizuerinm)
Kancyau apoJionrosaHol Nif reepai no 0,4 mr; no 10 kancya y 6aicrepi; mo- 3 Guaicrepn v

KAPTOHHIH yIaxKoBLi
(dopaa pumycky, Ao3ypanya, BUI RAKYBANIA dikapckrore JacoGy)

Homep peectpauiitnoro nocsizvenns UA/15506/01/01 crpok aif peecrpauifinoro noceiguenus HeobMexkeHui
Cepis nikapcbxoro 3acoby Ne 14250156A ' KinsKicTs eseieHoro nikapcrekoro sacoby 16920

BupoBnux Makneonc Gapmactiorurane Jlimites, nuis
(HaHMeHYBEHHA BHPOTHHKY NKAPCHLEOTO 2cofy, KPATHE TOXOIKEHHS)

Breseno B Yipainy Tosapucrso 3 o6mexenoio niznosinansuicrio "MAKJEOJC
GAPMACBIOTIKAJII JIIMITEN", inent. xoa: 37554108

{naiimenynanur a ko 38 CHPTTIOY wpuasunol ovobu ado npigrtue, iM'a, no Barskon
drinHanor ocobm - nianpres i, TF micue NPOKBBAHNR TA PECT rpaLinui HoMep obiikono!
KAPTKH ILMTHHKE NOAATRIR alo cepis Ta HOMEP HacHepTa)

flperokon sizyansioro koutpomo sia 28.04.2025 N 1352/01.10-25/1,
JlaBoparopuuii aHamis sxocTi Nikapcbkoro IacoBy 3nitterenyl:

J]aﬁopampm 3 xompomo BKUX sacobis TOB "JOBPOBYT-NIKIIAB" (v, Kuis,

BHCHOBOK (I0D0 AKOCTI
PeaynbraTi naGoparopr
BUMOramM MeTOMIR KO

Eﬁ aGopatopiero six 20.05.2025 No 653-25
3acoﬁy 38 nepempeuam M NoKasHUKaMB BIIHOBIAAI0TS

Havannruk

(nocanona ocods Sprany
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CERTIFICATE OF ANALYSIS

CEPTHOIKAT AHAJIZY
I Name of Product Urimac BAFPS 2 | Manufacturer Country | India
Tamsulosin hydro- 25001192
chloride, 0,4 mg
Hailimerybanuns Ypumax Date/aTa: Hepxana-supodbnuk tania
npoiykiil. Tameynosuny rigpe- | 31.03.2025
xaopuny, 0,4 Mr

3 Registration 4 | Strength/potency of 0.4 mg
Certificate No the medicinal product
Homep peecrpa- UA/15506/01/01 Cuna il / aktuenicrs | 0,4 Mr
uiiinoro nocsin- Jdikapcexore 3acoby
Henns

5 Dosage Form Prolonged-release capsule, hard 6 | Pack Size Ne 30 (10x3)

in blisters
in carton box
Jlikapeeka popma | Kamcyas uposionrosaunoi ail Trepii Pozsip i Tun Ne 30 (20x3) y Gaic-
¥NaKoBKH, Tepax ¥ wapTonHiii
yiiakonui

7 Batch No _ 14250156 A B | Date of Manufacturing ; 61.2025
Homep cepii Jlara supobinrmsa
Batch Size 580 000 capsules (19 333 packs) 9 | Date of Expiry
Po3mip cepit. 580 000 xaucys (19 333 yuaxopok) Jara aaxinvenng 12.2026

TepMiHY MPHAATHOCTI
10 | Name, address and license numbers of Mfg unit Macleods 'harmacenticals Limited

Village Theda, Post Office Lodhimajra, Tehsil
Baddi, District. Sefan, Himachal Pradesh, 174101,
India
MNB /07/594, MB /07/593

Hafimenrysawas, MicHe3Haxo/keHHT Ta Hovepn ainensiii | Makneoac Gapmackiotukaic Jlimires

BCiX ATAHOK Ko BHPOoOHUUTRY | KOHTPOMIO AxocTi Binepx Txema, MO Jloaximaiipa, Texein Bamud,
Hicrpixt Coxan, Ximawanx Ipageur, 174101, Inain
MNRB /07/594, MB /07/593.

1 { GMP Certificates No / Date 106/2025/C-236-28  Valid till 28.04.2026
Cepritdircarn sixtnosinnocti GMP pan seix ainssok no 106/2025/C-236-25 Tepmin aii  28.04.2026
BrpobauuTay | KonTponio sicocT afo (ApH BagBHoCT])

HoMepa MocHAans B Gasi nawux Eudra GMP /ﬁ

12 | Result of Analysis/ Peaynsrarn nponeneﬂﬂqﬁ@hy‘* e fo\\

Sr. | Tests Specifications : eIty QR

No. | Tlokasanxu Creundixauts [/4/ JTOKYME Hile \

M KT

nin S E aj“\ M ‘

i Description Hard gelatin caps Evsix:e X2 with an/[] . 2 with

brownish - gree ca \-,a'fnd\f ; ‘- ¢ and opague
opaque orange bodyjy '.‘_;hd'fjl 3 3o gaeap and “9.4%
cap and “0.4” on the capsufe's body sififiring free flowing
contaming free flowing white to off -;_w:{",-
.“ _
MACLEODS Regd. Office : Phone : 91-22-6676-2800 W
PHARMACEUTICALS  Adanta Arcade, Church Road, Fax  :9122-2925659 I‘,‘,.-.Théda,PO Lodhimajra
LIMITED Near Leeis Hotel, Andheri-Kuria Road, Enuail : customercarc@siigoté .. Tohsil Briddi, Distt. Solan
Andheri (East), Munabal-400 059, Tadie.  Websdte: mnw.nudemispharma.cum <o R ;auﬂi India,

CIN  : TMDOMHIOBRITLO0S2049

Phone: 01 795-236137, 38




MACLEODS
OGRIETETREER R

white spheroids.

Omuc

Taepri xerarunosi kancyim Ne2 3
RENMpo-30PCH KPHINEHNKOW KOPHYHe-
BO-3eJIEHOID KoALOPY | Hemposopum
KOPIIYCOM OPAHIKCBON0 KONLODY, 3
nanucammu: «CL 23» « wa kpaweynd |
«td4» - na wopmyci wancyn, ui
MicTATL cumyqi cepwuni wacTHniH
Bin Ginoro no matixe Ginoro wenrnopy.

Teepni xenavuuosi wancyan Ne2 31 me-
Hpo30peie KPHINEYKOIO KOPUYHERO-31EICHOTO
KONILOPY | HENPO3OPHAM KOPTIYcoM OPAHERO-
re Xoamopy, 3 wammcamu: «CL 23» - na
kpurenni i «0.4» - wa kopnyei xancyn, s
MlcTaTh cunysi chepuwnd uwacrunkn Maitae
Ginoro wonnopy.

2 | Identification

The retention time of the Tamsulosin
peak in the chromatogram eof the
sample preparation should corres-
pond to that of the Tamsulosin peak
in the chromatogram of the standard
preparation as obtained in the test
“Assay”,

Complies

The UV absorption spectra of sample
and standard preparation should
exhibit maxima at same wavelength.

Complies

IxeuTudicayin

Yac yTpUMYBaNHA 0CHOBHOTO miKky Ha
ipomMaTorpamax BHNIpoGyBaHore i
CTaNgapTHOro posyMnis, oTPHMaHHX
B xofi xlibkictioro BuMsHAueHNS Mo~
BHHNO 30iraTtuca,

Bianmosiaae

Y®-cnextpn Brnpobysanoro i crau-
aapruore po3yuHis mosmENI MaTH
MEKCHMYM ompw  ommiii 1 i e
RoexkuMi xenai.

Bixnorigae

3 | Average net content

275.0 mg + 5.0 % (261.25-288.75 mg)

276.85 mg

Cepeans maca
BMicTy Kamcyan

275,0 mr £ 5,0 % (261,25~ 288,75 mr)

276,85 mr

4 | Dissolution

claim in 2h,/
Buffer stages

) 6 () 6 @& 6 @ 5
G 7 6 T (D 6 (8 7
@ 6 (1) 6 (A1) 7 (12) 6

(1) 34 (2) 54 (3) 54 (4) 53
(5 85 (6) 57 (7 56 (8) 38

3h; 5/ (9) S5 (10) 55 (11) 55 (12) 55
~ not less ‘¢ §E}% of Tamw'sm () 98 (2) 98 (3) 97 ) 96
hydrochloride fbabﬂ/\gj'a inj(5) 99 (6)102 (7100 (8)10s
8 h. g M. @106 (10) 97 (11H 100 (12) 99
PosunHenns Kucna crapin: we obGimie 35% win (1) 6 (2) 6 (3) 6 (@) 5

IauBjien ol Kinaxoeri akTBHOI [ (8) 7 (6) 7 (7 6 (8) 7
peuoBann rigpoxnopuay a2 roguan. | (9 6 (U0 6 ,(-1— I

MACLEODS Regd. Office : Phonic :91-22-6676-2800 L7 Works N\ v or

PHARMACEUTICALS Adanta Arcade, Church Road, Fax  :91-22-292565%9 “Village Thethiy G o

LIMITED Near Leels Hotel, Andheri-Kita Road, Emell : astomercari@macicodspharmacom  Fehsdl Bathﬁ,!}mt.&ilnn

Andheri (East), Mumbhai-d00 059, India,  Website: www.maclcodspharma.con (P} 174101, India,
CIN  : UMZWMHI9SOPLCIS2049 Phane: 01795-236137, 18
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Jymua crapin:

- Bin 50 go 75% eix zameaenot | (1) 54 (2) 54 (3) 54 (4) 53
KigeKkocTi akTuBHO!  pevosman [ (5) 55 (6) 57 () 56 (8) 58
rinpoxaopuzy 3a 3 romunu; (9 55 (10) 55 (11) 55 (12) 55
- We wmenme 80% sin 3amegenol | (1) 98 (2) 9% 3 97 (4 9%
kinbkocti aKrrnnoy pevornuu [ (5) 99 (6)102 (7)100 (8) 105
rigpoxJiopiiy 3a 8 rogun, (100 _(10) 97 (11} 100 (12) 99

S | Uniformity of
dosage units

Complies to requirements

1) 105 2)107 3) 107 4) 105 5) 105
6) 103 Ty105 8)104 9)105 10) 103
Min: 103; Max: 107; Mean: 105
AY: 6.8

Onnapinnicrs zo3zo-
BAHHX OJHHU UL

Binnosinac spmoram

105 2)107 3) 107 4)105 5) 105
6) 103 7)105 8)104 9)105 10) 103
Min: 103; Maxe: 107; Cepennc: 105
AV: 06,8

6 | Assay

At release.
From 0,38 to 0,42 mg of Tamsulosin

hydrochloride in 1 capsule (95,0-
135,0 % from label claim).

For shelf life.

From 0,36 to 0,44 mg of Tamsulosin
hydrochloride in 1 capsule (90,0~
110,0 % from label claim).

0.41 mg

102.9 %

Kinnricne
BH3IHAYMCHHA

Ipy Bunycky.
Bin 0,38 1o 0,42 Mr Tamcyaoszuuy

riapoxiaopnay y 1 wamcyr (95,0-
105,0 % sla aasteaennof kizkocri).
Haupukinui repminy npugarnocri,
Bin 0,36 a0 0,44 mr TaMCYROIHRY
rizpoxsopuay y 1 wameyni (90,0-
1190,0 % Bin 3ansaennol khisrocri).

0,41 mr

102,9 %

7 | Water

Not more than 7,0 % (w/w)

8% _

Bona

He 6iabie 7,0 % (m/m)

8 | Related substances

At release.

Any unknown impurity: not more
than 0,3 %
Total impurities: nof more than 0,5 %
For shelf life.

Any unknown impurity: not mor
than 0,3 %

Total impurities: not more than 1,5 %

/_

Croponul gomimku

Hpy sunyeky.

Byne sxof nemimomol xomimxu: ne
Ginsrme 0,3%

Cyma ycix pomiuzox: He Giaswe 0,5%
Haupuxinyj repminy npugaTnocri.
byas skol HeBimomol momismku: mHe
Giunine 0,3%

Cyma yeix gomitnox: we Ginbiue 1,5%

Hipxve meki pH3Inauenus

Huxkue mexi BUZHATEHAR .

MACLEODS

LIMITED

Regd, Office :

PHARMACEUTICALS  Adanta Arcade, Church Road,
Near Leels Hotel, Andheti-Kuoria Road, Emefl : custon
Andheri (Enst), Mumbal-400 059, India.  Website: www.macleodspharmacom
1 U24239MHI9BIPLICOS2049

Fax

CIN

Photte ; 91-22-6676-2800
: 91-22-2925-6599

com  ‘Tehsl Baddl, Dt Nl
(FLP.) 174108, India.
Phone: 01795-236£37, 38




MACLEODD
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9 | Microbiolegical In 1 g of the drug - not more than 10 | < 10 CFU/ g
purity CFU/ g of bacteria (TYMC) and 10° | <10 CFU/ g
CFU/ g of fungi (TYMC) is allowed.
Absence of Escherichiu coli in 1 g of | Absent

the drug.

MixpobGionoeriuna Y 1 T npenapara gemyekaernes

YHCTOTA rassite 4ucae aepobanx  mixpo-
opranisMis  (TAMC) - we Ginnwe | <10 KYO/r
10° KYO/r;

3aranbna xinnkicts apikmxonux i
usizeBnx vpubis (TYMC) - e 6intbe | < 10 KYO/r
10* KYO/r.
He nonyexaerncn Escherichia coli s Biacyrni
1 r npenapara.

13 | Comments (if any) -
KomenTapi (upu

nagsnoceti), .

14 "I hereby certify that the above information is true and accurate, THiS serics of
preducts have been produced (including packaging / labeling) and conducted quslity
control on the above mentioned stations in full compliance with the requirements of

Applicatien for GMP, set by the local regulatory authority, and in accordance with the specifications

Certification contained in the regisiration dossier or trade license of the country of the
manufacturer or importing country if the products imported or file specifications in
prepavation for the investigational product. Minutes of production, packaging and
testing were reviewed and the correspondence GMP».

3aana npo «HuM 1 niaTeepKY0, 110 HaBeeHA BRIIE fudopmaniy € aocrosipuoro i Towwow. Wio

cepTHdikani, cepiio npaaykuil Syno sHpofineno (BKAIGYADTH YIaROBKY / MAPKYBRHNA) | npoBeeno

KOHTPOL 1F s1ic0CTi Ha BHIMe 3a3Havenil alnanul B novwili siznoslanocTi 3 BHMoramy
GMP, seranosiiennmu Miciesnm peryisTopHum oprauom, a Takos y sianosianocti i
eneundicaninmu, mo micrsrees B peccTpauiiiiomy nocke abo peectpaniiinomy
nocsizvuenni  xpaigu-upofuuka  afio KpalHn-iMnoprepa, sKWO  Rpoayxkuin
impopropana, wn B goche cneungikawiit wa npenapar s rocaiKysanore
nikapeokore sacefy. [Mporoxenn BmpoGEMITBA, YNAKoBKH Ta anaxisie Gyqe
EeperanyTo i BeranosiaeHo sianoignicts GMP »,

{5 | Name and pasition / title of the person issuing the permit issue series /
[Tpizeuute Ta nocana / 3pauns ocodu, ara nuana A03BiN HE2 BHARYCK cepil,

Prepared by/Ilinrororneno Checked by/Tlepenipeno Approved by/3araepnkeno
Reviewer Manager QC Manager QA
Deepankar Shukla Suchindra Kumar Rudresh Kumar
31.03.2025 11:45 31,03,2025 Azdd s 31.03 13:06
Printed by/Po3apywosano: Rudresh Kumar | Prifeted on7 Posaryineano: 31.03.}6@%%%

Ay \
Note: This document has been generated electronically withE-Signatires] o\ p/A% No4 ‘\q”o?\
Hpumitica: CepTugikaT 3reHCPOBAHO ABTOMATH'HG 3 CCKT PRI NIXTHCOM. 7. | S o~ ° %
CNe.: €250000891 |

4}
=%
4

&

MACLEODS Regd. Office ; Phone : 91-22-6676-2800 Vwm S
PHARMACEUTICALS  Adanta Arcad, Chuzrch Road, Fax  :91-22-2925659% "~ Yilage Theda, PO Lodhimajra
LIMITED Near Lecla Hotel, Andheri-KurlaRoad, Esnail : customercars@madeodspharma.com  Tehsl“BaddL Distt, Sotan

Andheri (East), Mumbai-400 059, India.  Website: www.maclcodspharma,cam (H.P.) 174101, Indin.

CIN  : U4239MHI989PLLOS2049 Phone: 01795-236137,38




JEPXKABHA CHYXBA 3 JIKAPCbKUX 3ACOBIB

TA KOHTPOJIIO 3A HAPKOTHKAMMH y m. KHCBI

npos. Haaii Caitmuunod, 3, 02099, Ten. (044) 295-26-85
E-mail; dls.kyiv@dls.gov.ua, Kon €IPTIOY 37079055

BUCHOBOK
npo AKiCTh BBe3eHOro B YKpainy JikapcbKoro 3acoby
20.05.2025 Ne 24803/25/26
YPUMAK

{nafbaeiyaainis NikapepKore 1aceBy 3riaHo 3 peecTpalifinnm rocsizucHiaM)
Kancy/iM nposoxresanol aif Teepai no 0,4 mr; no 10 xancyn y Gaicrepi; mo 3 buicrepu y
¥apTomHill ynaxoesui
(bopMa BRNYCKY, Z203YBAHHS, BHA NAXYBAHNA Nikapeskoro sacoly)

Homep peectpatitisoro nocsiavenns UA/15506/01/01 erpok aif peecpaniiinoro nocsinvenns HCOOMeKeRHH
Cepin nixapenkoro sacofy Ne 14250157A KinbkicTs sBesesoro nikapcskoro sacoby 17175

Bupobuux Maxeonc PapmacsroTrkaie JliMiten, Iunig

(hatiMcHyRaHNS BYPOOIKKY NiKapcLkoro 3acofy. Kpaina IOX0MHEHHA)

Baeseno a Ypaiuy TosapncTso 3 o6Mexeno sixnosizannricTio "MAKJIEOAC
PAPMACBIOTIKAJ3 JIMITEN', inerr. xoa: 37554108

(HafimeHyRAHHA T Ko 32 EJIPTIOY opsumot ocolu abo npizavie. iv's, o Garukosi
Bianunol ocoby - nizapuemis, W MicLe HpOXWBAHNS T8 peccTpanifinii HoMep obiikosol
KAPTKY NAATHHKA TOARTKIA 350 cepis Ta KOMED NECNopTa)

TipoTokoa BisyaaLHore korTpoaw eia 28.04.2025 N 1352/01.10-25/2.

JlaGopeTopHuii aHania sxocTi Nikapewkoro 3acofy nidcHenui:

opil, woyichesa naGopiyopayit ananis skacri)
:LU}\',\' VEHTIB v:)

pie :li 052025 Ne 654-25
a'ng, uu#g‘ xazuHKkamii BimoBinaloTs
of nokymentayji)/s |
# LY/
" N /\\ .‘(J

aLlaiw, aikdpokkuli 3aci6 Bsezcho B Ykpainy 3

: 7:.11 nixapeskux 3acoGia

Pesynsrat 1abopaTopHOro aHanily saxocti Jikapchrars
BHMOTGM METOLIB KOHTPOAO SKOCTI (AHANITHYHO-HOPM
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CERTIFICATE OF ANALYSIS

CEPTHOIKAT AHAJMILY

i Mame of Product Urimace BAFPS 2 1 Manufacturer Country | India
Tamsulesin hydro- 25061239
chloride, (L4 my
Haiivenysanun Ypusar Date/dara: Jepaapa-supodnnk Puain
NpoAYKILT, Taseyaosuny rigpe- | 31.03,2023
wopnay, 0,4 mr
3 Registration 4 | Btvength/potency of 0.4 mg
Certificate No the medicinal produet
Homep pecerpi- UA/18506/01/01 Cuna git / awrupiicre | 04 My
ifinero noesi- aikapepkoroe sacoby
SEHIH
3 Dosage Form Prolonged-release capsule, hard 6 | Pack Size Nz 38 (10x3)
in blisters
in carton box
Jlirapenra dopma Kanevau npononrosanof xil reepui Poautip § tiit Ne 36 (10x3) y Gaie-
YHAROBEH, Tepax y Kaprounii
_ _ ynaxonit
7 Batch Mo _ 14250157A § | Date of i\’.fanufa{:‘tm*ingm 01.2025
Hosep cepi Twra pupoluunrsa
Bateh Size 80 000 capsules (19 333 packs) 9 | Date of Expiry
Posmip cepil. K80 000 rageyn {19 333 ynarosox) Hava saximaenns 12.2626
Tepminy npuaarnocrl

Macleods Pharmaceuticals Limited

Village Thedn, Post Office Lodhimajra, Tehsil
Baddi, District. Solan, Himachal Pradesh, 174181,
India

MNB /077594, MB /07/593

Marneone Dapmacwiornranc Jiviten

Biaemw Txens, 110 Joaximaiipa, Texcin baud,
Hicrpinr Conan, Ximauas Hpagew, 174101, Injin
MINE /07/594, MB /07/593,

10 | Name, address and lieense numbers of Mig unit

Hativenyranis, Micuesnaxolmenun 1a novepn sinensii
petx alaswor ne supobHuTRY | KoRTpOIO AKOCT]

106/20258/C-236-25  Valid till _28.04.2026
106/20258/C-236-25  Tepmin nif  28.04.2026

11 | GMP Certificates No / Date

Ceprudicars siznoninocri GMTP pus seix gixsmor no
supobunuTey | kouTpomo skoeti abo (npu uasbyocTi)
sonepa nocugiany B Gasi panux Eudra GMP

12 | Result of Analysis/ Pesyimyrara fpoBeicHis anaxizy,

Sr. | Tests Specifications Resules
No. | Howanuwn Coeundixanis PesyinrarTi
Ne
i _ - pe—
1 Drescription Hard gelatin capsules size Ne2 with an ‘ s, size Ne2 with
brownish - green opaque cap and Aague cap and opague
opaque orange body, with “CL 23”7 on | 0 SO 337 on cap and bt I
cap and “0.4” on the capsule's body 1;;. q sy v CUME ¢ flowing
containing free Bowing white to off ¥ I‘?I ¢ t \E 'SP
MACLEODS Regd, Office : Phone : 91-22-6676-2800
PHARMACEUTICALS  Adanta Arcade, Church Road, Fax  :91-22:292565%0
LIMITED Near Lela Hotel, Andheri-Kurls Road,  Emadl custonmmn@;mademtminrmakmm Tc: 'i»Ha

Website: www.macleodspharma.com
CIN  DM39MHIoBPLCBE2049

Andherd (Bast), Mumbak-400 059, India, 1\ k
Phone T}tf{g"i-
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white spheroids.

Onue

Teepul wenarunoBl wancynn Nel 3
HEeNpPo-30P0I KPHIICUKOI0 KOpHYHe-
BO-3€/IeHON0 KoAbOPY | uenposopum
KOPHYCOM OD2HKEBOIC KOIBOPY, 3
nanueamu: «CL 23» - na wpuuresui |
«.4» - ma wopuyci wanecyn, saxi
mictars cunys chepHuni 4acTHHKH
pig 6lioroe jo valixe Bliers KOJBOPY.

Teepmi menarwnosi wancyuw Ne2 3 me-
NPO3OPOH KPHHIEHKOIO KOPHIHCBO-3CJIEHOM0
KOALOPY | HEPO3OPHM KOPHYCOM OPAHKCRO-
re koanopy, 3 nanueamu: «CL 23» - na
gpuamedn 1 «0.4» - va wopnycl gancysn, sxi
MIiCTATEL cHnysi chepuuni wacruurn Maiime
Giloroe ROJILOPY.

2 | Identifieation

The retention time of the Tamsulosin
peak in the chromategram of the
sample preparation should corres-
pond to that of the Tamsulosin peak
in the chromatogram of the standard
preparation as ebtained in the test
“Assay”,

Complies

The UV absorption spectra of sample
and standard preparation should
exhibit maxima af same wavelength,

Complies

Tnenrdicanin

Yac yrpumysanus ocHospore nlky na
xpoMarorpamax  euupodysanoro |
CEARNAPTHOTO POoMuKiB, OTPUMANKX
B xoni winpricuoro BHINAMEHHs 110~

Binnosiaac

REENO 3BiraTHe,

VibectiekTpl BEUpoBYRANOre i Cran-
NABRPTHOVO  po3uunis  nowdHaED MaTH
makeumym  npu ol i Tl owe
jaormpal xeud,

Bianoesinae

b

Average nel content

275.0 mg + 5.0 % (261.25- 288.75 my)

273.96 mg

Cepegns Maca
BAICTY RANCYIn

275,0 mr 4 5,0 % (261,25 288,75 mr)

273,96 mr

4 | Dissolution

Acid stage: Not more than 35 % of

Tamsulosin hydrochloride from Label
claimin 2h,

Buffer stage:

- from 50 to 75 % of Tamsulesin
hydrochloride from Label claim in
3 h;

m 6 @ 71 3 7
@ 7 (3 6 (6) 6

(1 58 () 60 (3) 59
(@) 60 (5) 58 (6) 59

- not less than 80 % of Tamsulosin | (13 102 (2) 105
hydrochioride from Label claim in (4y 104
8 h. _
Posusinenns Kucna cragis: ue Ginsme 35% sin (1) 6
sasisacHol winnrocri meruspel | (4) 7
PEMOBMHN  TAMCYI03MNY  Fipoxio-
DAY 33 2 rojunm,
Jysena cragis:
- sig 50 no 75% sin sassaenol (1) 58
whikKkocri awrusuol pedonann | {4) 60
Tameyossny rigpoxopuny 3a 3
MACLEODS Repd. Office : Phone ; 91-22-6676-2800
PHARMACELUTICALS  Atlanta Arcade, Chwrch Road, Fax 912220256500 i
LIMITED Near Lectn Hotd, Andheri-Kurla Read, Emall : customereare@maclcodsphiarmacon ’1&3 i
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HUHTHHIE

TN
- ne mexme 88% Big sasraenol
KIBROCT ARTHBHOL peHoBuIg
Tameynosnny  rigpoxioepuny  3a 8
FOMEH,

1) 102
(4) 104

(2) 165
(5) 101

(3) 103
(6) 104

5 | Uniformity of
dosage units

Complies to requirements

(13167 (2) 104 {3) 105 (4) 104 (5) 103
(6) 184 (7) 101 (8) 106 (9) 104 (10) 106
Min: 101y Max: 107; Mean: 105

AV 7.3

Oumnopinnicrs go30-
BANHY OAUHBLUD

Binrroninas susioram

(107 (2104 (3105 (4) 104 (5103
(6) 104 (7Y 101 (8) 106 (9) 104 (10) 106
Min: 101; Mawe: 187 Cepepnc: 105

AV: 7,3
& | Assay Al release,
From 0,38 to 0,42 mg of Tamsulosin | 0.41 myg
hydrochioride in 1 capsule (95,0-
105,8 % from label claim). 101.5 %
For sheif life,
From 0,36 to 0,44 mg of Tamsulosin
hydrochloride in 1 capsule (50,0-
110,00 % from label claim).
Kinnxicue Hpu sunvesy,
BHMIAMEIHH Bin 0,38 no 0,42 mr raveygoaany | 041 mr
rigpoxsepuay vy 1 waneyni (95,0-
1050 % wix wasvaennol xinnroeri), 101,5 %
Hanpuxing tepsiny npuaarnocti,
Bix 6,36 g0 0,44 mr oramoyliosuny
riapoxaopuay vy 1 wrancyni  (96,0-
110,8 % pig zassaennof kizprecTi).
T Waler Not more than 7,0 % (w/w) 3.9 %
Boua He Sinpiue 7,8 % (m/v) 3,9 %

8 | Related substances

At release,

Any unknown lmpurity: net more
than 0,3 %

Total impurities: not more than 0,8 9
Any unlmown impurity:
than 0,3 %

Total fmpurities: not more than 1,5 %

not more

Below lmit of quantitation

Below limit of quantitation

Croponni gominmka

oo punvery.
Bynn axol uesigomol Aomimxu: e

Hinpume 0,39%
Cyma veix gomimox: ne Ginpnre 0
Hanpuicinul repyiny mppaarnochi
Byae srol uesinovol Aoming
Ginnue 8,3% S
Cvmia yeix jomimor: ne Blabuie |

e 2
Framue ek
TOKY MEHTIB NS \

o)

jead BHANANeHER
?“""cj—o._m__ f:,‘
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PHARMACEUTICALS  Adunta Arcade, Church Road,
Near Lecla Hotol, Andheri-Kurla Road,  Fmai
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by

4 | Microbiological
purity

In 1 g of the drug - not mere than 10° | <10 CFU/ g
CFU/ g of bacteria (TYMC) and 107 | <10 CFU/ g
CFU/ g of fungi (TYMC) is allowed.
Absence of Escherichia coli in 1 g of | Absent
the drug.

Mixpobiosorivua
HHCTOTH

¥ 1 r npenapara [Q0UYCHACTHEH
3AradeRe uMeao  agpobmux  wikpe-
opraizsis  (TAMC) - ne Gimeme | <10 KYO/
10" KYO/n;

Farasepna winekicrs apbicroswnx i
usinesux rpubis (TYMCO) - ne 6lupme | < 16 KYO/r
10° KY O/,
He pouyexaernes Escherichia coli u | Buteyrni
1 r upenapara

13 | Comments (if any)

frenyes

Kosenrapi (ipu
nasinnoeTi

e

14

Application for
Certifieation

"I hereby certify that the above information is true and accurate. This series of
products have been produced (including packaging / labeling) and conducted quality
control on the above mentioned stations in full compliance with the requirements of
GMP, set by the local regulatory autherity, and in accordance with the specifications
contained in the registration dossier or trade license of the country of the
manufacturer or importing country if the products imported or file specifications in
preparation for the investigational product. Minutes of production, packaging and
testing were reviewed and the correspondence GMP»n,

Faspa npo
ceprTupivanino,

«yn 1 nirepepacyio, wo napeiena suute ingopmanis € pocronipuot | rouworo. o
cepio popyxuil Oyno srpolisreno (BRINOHAIOTH YIAKOBRY / MADRYBAHHA) | ipoBeacHo
KOHTPOsib 11 siwoeTi ma puuge saspasenill abpond 8 nosulit sianosbmoer] 3 suMorasm
GMP, seranosaeuusy MicneBIM PETYIITOPHEM OPTalioM, a TARoXK ¥ Bianesiznocti s
cuennpinanisvu, mwo wmictarees B pecerpanifinomy goche abo peccrpauiiinosy
wocsbuenni  wpalmu-supobunxa  abo  kpalmu-iMmeprepa,  swmo  #poayriis
Impopronana, a B xoche  cuennfivaniii wa wpenapar s MOCHUTKYBAROTO
sikapesrore 3acoby, ITpoTokesu BupoSHKITRA, YUAKOBKH fa aHaxidie Oyno
geperysinyTe i Beranoraeno shuronimicrs GMP ».

15 | Name and position / title of the person issuing the permif issue serfes /

{ipizsume Ta mocafa / 3pauiy ocoln, sica Bajana A03Rin wa BHIYCK cepif.

Prepaved by/Uinrorosnene Cheeked by/lepenipeno Anproved by/3araepreno
Reviewer Munagey QC ' Manager QA
Deepankar Shukla Suchindra Kumar _——HRudresh Kumar
31,03.2025 12:03 ' 31.03.2025 13:35 LatN mﬂm\zm 141
Printed by/Porapyrosane: Rudresh Kumar i Printed on/ Fm;xpymaﬂa‘yﬁ 32025 4

Note: This document has been generated electronically with E-Signature.
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Tpimitka: CepruddaT IrenepoBane apTOMATINNO 3 CAEKTPONUEM HIARHCOM,

CNo.: C2E0000892
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