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CERTIFICATE OF ANALYSIS

CEPTH®IKAT AHAJI3Y
1 | Name of Produet | Urimac BAFPS23001387 | 2 Manufacturer India
Tamsulosin Country
hydrochloride, 0,4 mg
Haiimenysanus ¥pumar Date: 30/09/2023 Hepxaba- Lipin
npoaykuii Tameynoznny Hara: 30.09.2023 BHPOGHHK
rigpoxyopuny, 0,4 mr

3 | Registration 4 Strength/potency | 0.4 mg

Certificate No of the medicinal
product .
Homep peccrpa- UA/15506/01/01 Cuna mit/ 0,4 mr
uiitnoro AKTHBHICTL
NoCBiCHHS AiKapesKoro
3acofy
5 | Dosage Form Prolonged-release capsule, hard 6 Pack Size Ne 30 (10x3) in
blisters
in carton hox
Jlikapebka dopma | Kancyan nposnonrosanor git TREDAI Poamip i Tan Ne 30 (10x3) v
YHUAKOBKA Gnicrepax
y KapTouuiit
YHAKOBILE
7 { Batch No 8 Date of
BTC62313A Manufacturing | o, 5053
Hontep cepii Hara
BHPOGHUUTEA
Baich Size 580 009 capsules (19 333 packs) 9 Date of Expiry
Posmip cepii 580 000 kancya (19 333 ynaxosox) Hara sainwenna | 2025
‘TepMiny )
NPHAATHOCTI
10 | Name, address and license numbers of Mfg unit Macleods Pharmaceuticals Limited
Village Theda, Post Office Lodhimajra,
Tehsil Baddi, District Solan, Himachal
Pradesh, 174101, India
MNB /07/594, MB /0:7/593
Haitmenysanns, MicuesHaxopscenss ta HOMEPH Ninewsiit Beix Maxneonc ®apmacbiorranc Jimiten
Masnok Binem Txega, 110 Jlonximaiipa, Texein
no BUpolHULTEY | KONTPOMO TKOCTI bajai, Aicrpikr Conan, Ximauan Hpageur,
174101, Ingin
MNB /07/594, MB /07/593.

11 | GMP Certificates No / Date 007/2023/GMP_ Valid till 12.08.2024
Ceprudixatn sianosinnoeti GMP aurs seix gisnox no 007/2023/GMP  Tepmin aii 12.08.2024
BHPOGHIUTEY i KOHTPOJIIO sikocTi abo (npu nassnocTi) HOMEPS
nocusans B 6asi nannx Eudra GMP

12 | Result of Analysis/ PesynbTaTn nposenenss AHaJ3Y.

MACLEODS Regd, Office : Phone : 91-22-6676-2800 U Works s
PHARMACEUTICALS  Adanta Arcade, Church Road, Fax  :95-222925659 _ “Village:Thedi, PO, Lodhimajra
LIMITED Near Leela Hotel, Andheri-Kura Road, Email :custumcman@nuWﬁimma.mm Tehsil Baddi, Distt. Solan

Andheri (East), Mumbai-40) 039, India, Website: www.madeodspharma.com
+ LZ4239MVIHI9B9PLC0A2049
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Sr, Tests Specifications Results
No. Moxasuniu Cueundirauis PesyanTaTn
Ne /iy —
1 Description Hard gelatin capsules size No2 with an | Hard gelatin capsules size No2 with
brownish - green opaque cap and opaque | an brownish - green opagque cap and
orange body, with “CL 23” on cap and “0.4” | opaque orange body, with “CL 23»
on the capsule's hody containing free flowing | on cap and “0.4" on the capsule's
white to off white spheroids. body containing free flowing white
to off white spheroids,
Onne Teepai  senarunosi  wancynn N2 3 Trepai xematunosi kancysay N2 2
HeNnpo3epoIo KDALIeUKo10o KOPHYHEBO- | HETIPO3OpOLO KPHLIEHKOI0
3CJIEHOT0 KO/ILOPY | HENPO30pPHM KOPIYCOM | KOPHYHEBO-3e/1eH0ro Kogabopy i
OpaIeREBOro Koabopy, 3 nanncamu: «CL 23» | Henpo3opum KopuycoM opanmeBoro
- 83 kpuuieydi i «0.4» - na wopnyci kancy.n, KOALOPY, 3 Hanucamu: «CL 23» ~ ua
ki MicTsrn cnnmyui cdepruni uacTankn Big Kpumenni i «0.4» - ma wopnyci
6inoro no maiiske Ginoro Konkopy. Kaneyna,  sxi mietATs  emnyui
ehepuani wacTHNKE Mailsxke Bidoro
KOJIBOPY, n
2 Identification The retention time of the Tamsulosin peak in | Complies
the chromatogram of the sample preparation
should correspond to that of the Tamsulosin
peak in the chromatogram of the standard
preparation as obtained in the test “Assay”. a
The UV absorption spectra of sample and | Complies
standard preparation should exhibit maxima
af same wavelength,
Inenrrdicanin Yac yTpamysanns ocHoBHOro niky ua | Bianorigac
XpomaTorpamMax BRUIPOJYBIHOTO i
CTaHIAPTHOTC PO3UMKIB, OTpUMAanuX B XoAl
KiILKICHOTO BHINAYEHHA NOBHHNO 36iraTHCs.
Y®-cnextpun sunpodysanoro i crangapraoro | Bignoeigae
PO3UMINB  MOBHHHI MATH MaKCHMYM npu
OHMHIH 1 Till e goBxuNi XBil,
3 Average net 275.0 mg 5.0 % (261.25- 288.75mg) 276.20 mg
content '
Cepeann maca | 275,0 mr & 5,0 % (261,25- 288, 75mr) 276,20 mr |
BMiCTY Kancyau
4 Dissolution Acid stage: Not more than 35 % of 1}6 2)6 36
Tamsulosin hydrochloride from Label claim 47 57 66
in 2h.
Buffer stage:
- from 50 to 75% of Tamsulosin 1356 2)55 3)56
hydrochloride from Label claim in 3 h; 4)58 5)56 06)56
- not less than 80% of Tamsulosin | 1) 94 2) %4 f;).gs\
hydrochloride from Label claim in 8 §L 4)95 5) 9,6”;3“‘6)’96“ ‘\4 ]
Ly T,
iy i b
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Pozunuenns Kucna eragin: ne 6iasme 35% Bin sansaenol | 1Y 6 2) 6 3)6
kinbKocTi aKTHBHOT pewoBuHn Tigpoxaopuay | 4) 7 5) 7 6) 6
3a 2 roaNHN,
Jysxua ctaagis;
- Bix 50 po 75% min saseaenol xinekocri | 1) 56 2) 55 3) 56
AKTHBHOT ped4oBHHU rizgpoxiopugy 3a 3 [ 4)58 5)56 6) 56
TOOHHN;
- He menme 80% sin sasBnenol winvkocti | 1) 94 2) 94 3) 9§
AKTHBHOU pevoBMHR rigpoxnopnay 3a 8| 4) 95 5)9 6)96
TOIUH,
Uniformity of Complies to requirements 1)99.5 2)99.2 31012 4)102.9
dosage units 5)99.4 6)97.7 7)102.7 8)101.3
9) 103.0 10) 100.4
Min: 97.7; Max: 103.0;
Mean: 100.7; AV: 4.3
Onnopiniiers Binnosixae suMoram 1) 99,5 2) 99,2 3)101,2 4) 102,9
HO30BANKMX 5)9%,4 6)97,7 7)102,7 8) 101,3
CANHKUL 9) 103,06 16) 100,4
Min: 97,7; Maxc: 103,0;
Cepennc: 100,7; AV: 4,3
Assay At release,
From 0,38 to 0,42 mg of Tamsulosin | 0.402 mg
hydrochloride in 1 capsule
(95,0-105,0 % from Label claim). 106.7 %
For shelf life,
From 036 to 0,44mg of Tamsulosin
hydrochloride in 1 capsule
(0,0-110,0 % from Lahel clai). |
Kinbkicue Hpu sunycky,
BHIHAYCHHH Bin 0,38 1o 0,42 mr  Tamcynosuny | 0,402 mr
rinpoxnopuay y 1 kancyni
(95,0-105,0 % pia zaasaemnol kinekocTi). 100,7 %%
Haupwginni Tepminy npugathocti.
Bix 0,36 no 0,44 mr TAMCYAO3HHY
Fiapoxsopuay y 1 kaneyni (90,0-110,0 % gin
_ 3asBJAeHAOY KiNbKROCTI).
Water Not more than 7,0 % (w/w) 3.7%
Bopa He Ginsite 7,0 % (m/m) 3,7 %
Related At release.
substances Any unknown impurity: not more than 0,3 % | Below limit of quantitation
Total impurities: not more than 0,5 %
For shelf life. Below limit of quantitation
Any unknown impurity: not more than 0,3 % LML ~
Total impurities: not more than 1,5 % %S Tl
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s
Y
MACLEODS Regd, Office : Phone : 91-22-6676-2800 “T T Works e
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This is electronieally generated report, hence signature is not required,
CepTugirar 3reneporano aBTomMaTiuno Ta nixnne He noTpidrmit.

Croposnui Hpy sunyeky,
A0MBLIKH Byae uwoi uepigomol nomiiku: He Binbiue | Hukue mexi Busnauenns
0,3%
Cyma yeix aomimok: ne Ginbwe 0,5% Hisreste meskd susuavenns
Hanpukinui Tepminy npunarnocrti.
Byas sikol HeBigomoi momimks: He Giibuie
0,3%
Cyma ycix nomimok: e 6isbie 1,5%
9 Microbiological | In 1 g of the drug - not more than 1(0° CFU/ g | <10CFU/g
purity of bacteria (TYMC)
and 10* CFU/ g of fungi (TYMC) isallowed. | <10 CFU/g
Absence of Eschericitia coli in 1 g of the drug.
Absent
Mikpobionorisaa | ¥ I r npenapara JIOTYCKAECTHCA 3ATA/IbLIE
aHMCTOTA “HE0 aepolHix MikpoopraHismis (TAMC)
- e Ginbue 10° KYO/r; < 10 KYO/ir
3araaeHa kinbricTs Apisukosnx i usizesux
rpubis (TYMC) -ne 6inbwe 10° KYO/r. <10 KYO/r
He nonyckaernes Eseherichia coli 8 1 T
npenapara. Biacythi
13 Comments (it
any) _
Komeurapi {upn
HAABHOCTI). N
14 "1 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
Application for GMP, set by the local regulatory authority, and in accordance with the specifications
Certification 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»,
3asnBa npo «lum 5 miATBepaKYI0, 0 HABeAEHA BHILE indopmauin € gocrosipuoio i Tounoio,
cepradikauiio, Izo cepiro npoaykuil 6yso Bupobeno (rxmovaroun ynakosxy / mMaprypanus) i
NPOBCACHO KOHTPOL il AKoCTI 1a BHIe 3a3na-ueRill Zinaugi B HoBHii BianosianocTi
3 BuMoramu GMP, setanosaennMy MicueBum PETYASITOPHHM OPTaloM, a4 TAKOK ¥
eignosignocti 3i cnenudixkamismn, Mo MicTATheE B peecrpadilivony aockhe abo
peccTpauiiinomy nocpignenni xpainu-supoSnnkxa a6o KpalHH-iMnoprepa, sKwo
npoaykuis  iMnopro-paHa, UM B joche  cmeuudikauniii  Ha npenapar s
BOCTIAAYBAHOIC JiKAPCLKOTO sacoby. Ilporokoan supoSnuursa, ynakonkm Ta
ananizie Gyno neperysinyTo i Beranosaeno Bignosinmicrs GMPy. N
15 Name and position / title of the person issuing the permit issue series /
Ipissuiue Ta mocana / 3ganun ocobn, sika BHAAJIA A03BIA Ha BHIIYCK cepll.
Prepared by/Ilinrorerneno Checked by/Ileperipeno Approved by/3arsepaaceno
Akhilesh Komar Panday Sajag Prakash Nitin Singh
30.00.2023 14:40 30.09.2023 15:00 30.09:2023.,15:13
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