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CERTIFICATE OF ANALYSIS

CEPTH®IKAT AHANRY

1 Name of Product | Urimac GFG23016190 2 | Manufacturer [ndia
1 Tamsulosin | Country
- ' hydrochloride, ;4 mg e .
Haiimenysasna | YpHMaKk Date: 06/07/2023 | | Jepxasa- Taais
IpoAYKHiL Tamceynosuuy Rata: $6.07.2023 BIHPOOHHK
| . rigpoxaopuay, (hd mr | . . B -
3 Registration 41 Strength/potency | 0.4 mg
| Certificate No of the medicinal
i L A 1 1O e product N o
| { Homep peccrpa- | UA/ISS06/01701 Cusa ait/ 0,4 mr
| 1 BIHHOTO AKTHBHICThH
L lwmocmiamewast 4 HiRapebKOro 3acoly o
5 Dosage Form Proionged- wlease Ld[)biﬂt, hartl 61 Pack Size N 30 (10\3) |

in blisters
~incarton box

Jlikapcnka Kancyay nposonrosanoi Ail Teepii Po3mip i Tun No 30 (10x3) v
hopma VIIAKOBKH, | DuticTepax y Kap-
s - - 5 ToHNii ynakonui-
7 3atch No 8 Date of
3 . BTC62307A Manufacturing 03.2023
i Hosep cepiy B o {1 Jara mtlmﬁummm _
Batch Size 580 000 capsules (19 333 packs) 91 Datc of Expiry |
Poaasip cepil. 580 000 kancya {19333 ynakoBox) o Jarasawinuentst 02.2025
Tep iy
e I ) | | npwpamwoeri.
10 | Name, address and license numbers of Mfg unit Macleods Phar maccuticals Limited
Village Theda, Post Office Lodhimajra,
| “Tehsil Baddi, District. Solan, Himachal
| Pradesh, 174101, India
B o o MNB /07/594, MB /7/593 o
Haiimenysanist, MICLHEIHAXOURCHESE Ta HOMEDH sinensiii seix | Mawucoae Papmacorotiikanc Jlisren
AUIHOK Birew Txems, TEO Joaximaiipa, Texein
10 BHPOOHHUTRY | KOHTPOMIO SIKOCTY B, Ricrpikr Conan, Ximaqaa Hpnﬂem.,
| 174101, laain
I MNB /07/594, MB /07/593. B
11 | GMP Certificates No / Date 007/2023/GMP_ Valid till 12. {18 2024
Ceprudirari pinnopinnuoeti GMP gns BCiX ALIHHOK IO 007/2023/GMP  Tepnmin ait 12.08.2024 :
| BupobunuTBY i Kourpono axoeti aGo (upn HASIBHOCT) ;
| nomepa wocuiaanb B 6azi gapnx Eudra GMP o o :
12 | Result of Analysis/ PeayapTaTh 1POBCACHIIN amanisy. _
1.8r, | Tests Specifications Results
1 No. | TlorasuurHd Crenndikauis Pesyhsrartit
N | TN
/1 R o - : , )
z < iﬁ P
/ ﬁ}ﬂ}ﬁ@# }‘ﬂ&,ﬁfpﬁ \ |
MACLESS /- & m Worls
PHARMEF SUTICAL _ li: Chureh Road, | \";Hdg,{, Theda; P.O. i..odinmap'u
: ik te1, Andheri-Kuria Road, ' abicm]n;pimrmn;é'mn “Fehsil Baddi, Dist, Sokan

LivaTiig 2
1) Wehston
CIN

}¢ Mumbai-$00 059, Indin,

; Ispharnut.com
: $ 1242390 198V PLCOS2HY

(HP) I?ul___lﬂl,lmh;}_._
Phoie; 01795236137, 38
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1 | Description

Hard gelatin capsules size NeZ with an

brownish - green opaque cap and opaque
orange body, with “CL
“0.4” on the.capsule's body containing free
flowing white to off white spheroids.

23” on cap and

Hard gelatin capsules size N2 with an
brownish - green opagque cap and opaque
orange body, with “CL 23" on cap and

047 0’:‘1 the L'apsuie's bn(h' cmltaining, :

Ounue

Trepai wenarndoni kaneyian Ne2 3 genpo-

| 30p0I0. KPHIUCUKOW KOPHYHEBO-3€/IeH0T0
KOALOpPY |

HENPOIOPHM  KOPHYCOM

opaikeBoro Koawopy, 3 sanucamu: «CL

123» - ua xkpumeyui i «0.4» - Ha Kophyel

Tﬁqml WEATHHOBL Kancy.u 3:\92 3 1e-
NPO3OPOI  KPHILCHKOW  KOPHYHEBO-
CIEMEHOTO  KOAbLOPY 1 HENPO30pHM
CKOPHYCOM.  OpaHwKeBoro RoJILODY, 3.

ganucavu: &CL 23» - ui wpmneadl |

ﬁ’l INOXJIOPNAY 34 2 TOAHUY.

Y ARHD CTajals:

A & / it S0 no 75% Bij 3a8B5ICHOT RiABKOCT
¥ AKTHBHOT PCHOBHIN NiAPOXAOPHIY 33

Karecys, suki micrsts cunywi cdepuutii | «0.4» - ya KOpuyTi Kafncyd, SKi MHCTHTS
GyACTHHKH Big Oinoro mo maiie Oinoro | cunydi cdepuuiii  9acTHHRN  Malike
o B | KOJBOPY. B1LA010 ROJILODY..
2 | ldentification 1 The retention time of the Tamsulosin peak | Complies
in  the chromatogram of the sample
preparation should corvéspond to that of
the Tamsulosin peak in the chromatogram
of the standard preparation as obtained in
the test “Assay”, e
The UV absorption spectra of sampit and Complies
standard preparation should exhibit
L maxima at same wavelength, N ' e |
Laesihikanis Uac yTpuMyBaHHs OCHOBHOIO Hll{) ua | Bianosigac
Xpomarrorpamax sunpodysanoro i cram-
ARPTHOCO POMANIDR, OTPHMAMIX B Xxoai
KiALKICHOFD RU3HAHCHHS OB HIID
301IaTHCS. e N )
Yd-criekrpr Bnnpnﬁyﬁalmrﬂ i eTanaapT- Bianosinac
HOFO POIUMILE HOBUHHI MATH MRKCHMYM
o | aproaniii i Tii e popmuni XBHUIL 1 _ i
3 | Average net content | 275.0 mg + 5.0 % (261.25- 288.751ng) 277.5 mg
Cepeasnst Maca 275,0 mr £ 5,0 % (261,25~ 288,75mr) 277,59 M1
BMICTY KallCyJIH | o |
4 | Dissolution Acid stage: Not more than 35 % of | )12 2)11 3) 7
| Tamsulosin hydrochloride from Label | 411 5} 9 6)10
¢laim in Zh.
Buffer stage: |
| i |- from 56 to 75% of Tamsulosin | 1363 2}64  3)59
« N hydrochloride from Labeél claim in 3. h; 4) 62 5)60 6) 64
l T not less than 80 % of Tamsulosin | 1) 96 2)97 3393
2.  ydrochloride from Label claim in 8 h. 496 595 697
! cragin: ne Oimbme 35% win | 1)12 211 3) 7
: :%i  piteno] Kijaskoeri axrupuol pevosnnn | 11 5y 9 6) 10

)63
4) 62

MIACLEODS

LIMITED.

iRegd, OHlice :
PHARMACEUTICALS AdantaArcade, Church Road,
Near Leela Hotel, Andheri-oaria Rowd,

Andheri (Fast);, Mumbai-200 059, India. Websitel www amacieadspharma, égnf )
¢ 1242 39N HORIPLCOS2049 -PRIMY

: 91-22-6676-28(4)
912229256599

Phone
Fuix

onml

CIN

s CUstOIMercare Hl"]ﬂ{.ﬁ{l‘.[)hdl'ﬁ
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roJAMHH;
. ge menme 80% sin 3assaenol kigsxoceri | 1) 96 2)97  3)93
AKTHBHOY DEMOBHHH FUIPOXIIOPHAY 33 81496 395 6)97
| roamm. y | ) | | {
5 | Uniformity of Complies to requircments 1) 103 2) 98 3)99 4) 97 5)102 )
dosage units 6y 102 7Y 96 8)99 9)101 10) 161
Min: 96; Max: 103; Mean: 99,99
Onunopianicts 1030~ | Bianostnae Bunmoran 1) 103 2) 98 3)99 4) 97 5) 102
BAHHX OAHHHUL 6)102 7) 96 8)99 9 101 10) 101
Min: 96; Mare: 103; Cepenne: 99,99
6 | Assay At release.

From 0,38 to 0,42 mg of Tamsulosin | 0.40 mg
1 hydrochloridein 1 capsule
(95,0-105,0 % from Label claim). 101.2 % 1
For sheif life. i
From 0,36 to 0,44 mg of Tamsulosin :
hydrochloride -in 1 capsule
1(90,0-110,0 % from Label claim).

Rinsxicue Hpa sHuvery,
BH3HAMCHHY Bix 0,38 o 042 wmr rameynozuny | 0,40 mr

rigpoxsopigy y 1 xaneysu |
(95,0-105,0 % Big 3as8BJelHOT RiIbKOCT). 1012 %
HannpuKin TepMiny upiiaTHOCT, |
Bixg 0,36 no 0,44 Mr TaMCYIO3HAY
ruppoxaopuay y 1 kaneyi (90,0-110,0 %
- | o Bij 3a8BJACHHOT KITHLKOC-TI). I
7 | Water Not more than 7,0 % {(w/w) 3.8 %
- | Boaa He 6iasme 7,0 % (m/m) 3.8 %
8 | Related substances | At release.
Any unknown impurity: not more than Below limit of guantitation
1 0.3 % |
| Total impurities: not nove than 0,5 % Below limit of quantitation
For shelf life,
Any unknown impurity: not more than ?
3,3 %
| Total impurities: not more than 1,5 %
[1py BHAOVCRY,

| Cro jpres *ﬁ%-‘i BITeR

3 5 i%f o, TR ‘e " I * o n :
¥ ‘3*‘*3“{}%:3111} siol Heniromol nosimki: He Olbize | Huaue Mexkl BU3HAMCIN
ALY o P v R IHOR e B 0,5% Hiragse MeiKi BH3HAYE
B AING By yeix poMiiHoK: ne diabuie 0,3% WARMEe MER] BH3IHAYCHHS
1] y %jgﬁi}ﬂ%% L Sdupnriny TepMiEy IpPUAATHOCTL
&‘\’5 T e }1!' b AKOI HeBiIoMOl fomiuku: He OljiLure

' g8 B A yra yeix pominok: we oinpwe 1,5%
Sl = ‘-_: e 2 ., .:::::_, )

010
Rt
MACLEODS Reg). Office : Phone :91-22-6676-2800 . 307 - o
PHARMACEUTICALS  Atlanta Arcade, Chureh Roud, Fax 912229256599 L7 Village Theda, P.0. Lodhiinajrs
LIMITED Near Lecka Hotel, Andheri-iurda Road,  Entail : customercare @ mackeatlsphanmnacom “Tehsil Biddi, Distt. Solan
Andheri (I2ast), Mumbai-400 059, India. Wehsite: www.macieodspharma.com '{Ii-.-_i".}'l'"?éilill,i-[_ndia. '
CIN  U242390 T HO89PLCOS2{HY Phone: §1795-236137,38
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9 | Microbiological In 1 g of the drug - not more than 16° 10 C¥FU/ g
purity CFU/ g of bacteria {TYMC})
and 10 CFU/ g of fungi (TYMC) s <10 CFU/ g
allowed. o
Ahsence of Esclierichia coli in 1 g of the Abseiit
Mixpobioaoridua ¥ 1 ranpenapata AONYCKACTLCOSI 3arajibHe
YHETOTA GHET0 AePOSHHX MIKPOOPTaHIZMIB
(TAMC) 10 KYO/ir
- ue Giabe 10° KYO/r;
TaraabHa KILKiCTs gpikkosaxi | <10 KYO/r
usiaesnx rpudin (TYMOC) -ue Ginsnie 10 |
KYO/r, | BiacyrHi *
He aonyckaetoest Esclierichia coli 8 1 1
I - fpeiapara. N
13 | Comments (if any) --- |
Komenrapi (npn
HAHBHOCTL). o L - e
14 "1 hereby certify that the above information is true and accurate. This series of
products have been produced (inciuding 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 accor dance with the specifications
i Certifieation contained in the registration dossier or ftrade 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
o ] testing were reviewed and the correspondence GMPy,
3assa 1npo «linm = mmmpﬂmyle, Mo HaBeAeHa BHuC indopmanis ¢ nuc"‘rumpumo I TOYHOIO.
cepridirailiio. 1w cepiio mpoaykuii 0yao Bupofeno (BKIOHAIOMH YHAKOBKY / MAPKYBaHHs) |
NPOBEACHO KOHTPOL 1l SKOCTI Ha Biille 3a3natenti giasannl B nosHIH BiANoBLINOCT]
3 umoramMu GMP, BCTAHOBJACHHME MICHEBHM PEryiISITOPHIM OPTailOM, & TAKOW V.
BignoBigHocri 31 creiiRaIisgdMu, 11O MICTITBCR B peecTpaliiinoMy aoche ado
peccrpauiifomy nocBizuensi Kpains-BipoOHRKRA aBo  kpattig-iMnoprepa, $KUIO
HPOAYKIER  imMuoprosada, 4YH B Joche  cHenMikanit  uwa  npeunapar At
._ﬂ{}{‘:ﬁi}ldﬂ BAHONO nitcapt:bmm sacoby. [IpoTokoan BHpPOOHHUTEA, YNAKOBKM Ta
o auanizis Gys0 nepernsnyto i scranosjgeno sipnopinicys GMP». 3 |
15 Nmne ;md ]msutmn / title of the person issuing the permit issue series/
Tpissie Ta 1ocajia / 38aHs 0COOH, SIKA BHAANA A03BIA HA BUIYCK Cepil, B
Prepared by/ﬂmmronneﬂo Checked by/llepesipeno Approved by/3arnepiskeno.
H010974 H{12002 ) HO17560
Jeet Ram ~ Akhilesh Panday Nitin Singh .
06.07.2023 11:40:01 06.07.2023 11:40:18 | 06042023 14:38:00 |

This is electronically generated report, hience signature is not required.
CepTihikaT 3reHepOBAHO ABTOMATHHHO Ta NiAMUC He noTpibuui.

Phone : ﬂl-ll-(;(ﬁfplfﬂ}u S e Works

A¥de, Church Road, Fax 1912229256399 ,f;_,f—”ﬂ: Village Theda, P.O. Lodbhhnajra
i htel, Andieri-Kurks Rond,  Fowail 1 customercardaimacleostdspharmacom-  Tehgid Baddi; ]]i\l“l 1‘mlﬂﬂm
), Mumbai-$00 059, India,. Website: www.amacleodspharma.com (H. F‘}I'IJHH India, .
/ CIN 1 UZ4239MIEHO89P LCO52049 l’imm {1:71;%-1.%13? 38




