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CERTIFICATE OF ANALYSIS

CEFTHOHKAT AHANUZA
-Name of Product Trimspa 200 AR No. : DN 2 | Manufacturer Country | India
(Trimebutine FPS24000336
maleate 200 ng)
Halimenysaung Tprnecna 200 Date: 24/02/2024 Hepmapa-supodun
Aponyxuil (Tpuvebyrnmy Hdata: 24,02.2024
Maneaty 200 mr) ]
3 | Registration Certificate 4 Strength/potency of the
_' No UA/8739/61/01 medicir}fxi roduct’
Homep peeeTpaniii- Cuaa aii / awtusnior, 200mr
HOIO NOCBIAYenn dAikapebicoro 3acoby
5 | Dosage Form Film ceated tablets 200 mg 76 | Pack Size Ne 30 (15x2) in strips
in carton hox
Jdirapenra thopara Tabaerru, sepuri T BKOBOKW Poamip i Tun Ne30 (15x2) y CTpHnay
| oBononrow, no 200 wmr MAKOBKH, KapTouniii ynaxosnj
7 | Packing Batch No ; 8 | Date of Manufacturin
Homep ynaxosanot ce if ETY240018 Aata sBupoGummen 0172024
Packing Batch Size 895 000 tablets (29 833 packs 9 | Date of Expir
Poamip ynakosanof cepil | 895 000 Tabnerow (29 833 YNAROBOK) Hara sardnuenng 12/2025
Tepumity nprgaTHoer
10 | Name, address and license numbers of Mfg uni¢ Macleods Pharmaceuticals Limited
Unit-11, Plot 12, 15, 21, 23, 24, 25, 26, 27,28 &
30, Survey No, 366, Premier Industrial Estate,
Kachigam, Daman, 396210, India,
Mfg, Lie, Ne DD/375, Ne DD/376
Ha;“rmenysmnm, Micueaﬂamﬂmemm TA Homepn giuensiii seix Marneone Cbapmacmmlmanc Jlimiren
Alasinow no mipoﬁmmrny i KorTpoONIO AKOCTI ®aza I, Tlnor Ne 12, 15, 21, 23, 24, 25,26,27,28

i 30, Ciopeii Mo 366, pem’ep Inpactpian Iereiir,
Kaunram, Haman, 396210, Tumis,
Bupobuirua, aigensin Ne DD/375, Ne DD/376
11 | GMP Certificates No / Date 069/2021/GMP  Valid till 13.07.2023
Ceprudinarn Bianosinnoeri GMP ain BCIX AlnsiHoK no BIPOG- de922021/,C V1P Tepmin aiv 13.07,2023
HEUTBY | KORTPOMIO fIKOCT ado (opn HAABHOCTE) HoMepa noci-
JaHL B 5asi aanux Endra GMP
Result of Analysis/ Peaynerary UpoBesenus anasisy.
ST Tests/ Specifications/ Resulis/

Noxasuricn Crenndirania Pesynsrarn
Description White eoloured, round, biconvex film- conted White coloured, round, biconvex film-
tablets plain on both sides, - conted tablets plain on both sides,
Onuc Kpyrai, ABoonywni Tabnerkn, 6inorg Kojibopy, Kpyrai, ABoONyKAai Tabnerrn, finoro
BKPHTI naiskonors ofenomcoio, raamxi 3 obox KOABOPY, BRPHTI nMiBKkoBoI0
CTOpid, o0enonkor0, raaxi s oGox CTODIH.
Identifieation A. Trimebutine malexfe
The retention time of the principal peak in the Complies
chromatogram of tegt solution should correspond to
that in the chrematogram of the standard solution
obtained in a quantitative test,

B. Titanium dioxide
Emergence of yellow colouring after adding 30 %
(w/v) hydrogen eroxide solution,
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6 Loss in weight
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7 Dissolution
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Yac yrpumysanws OCHOBUHOTG miky wa Xpomaro- Binnosigae

i

A. TpuameGyTnny manear, 1

rpamax sunpofysanoro i CTAHAAPTHOTO posqnnis,
OTPHMAHNX B youi Kinmbkicnoro BHIHAYEHHS
HOBHENHO 30iraTHey,
B. Turany naloxeng,

ITosea konroro 3abapsienns npu poxasauni 30% Bianosizace
{(vaca / 06'em) PO3MHIY Nepekicy BoaHI0.
310.0 mg + 5 ¢ (294,50 mp-325.50 mg) 307.75 mg ]
3100 mr+89 (294,50 ar-325,50 mr 307,75 mr
Not more than two of the individual weights deviate Min: -1,75 %,

from the average weight by more than + § % and | Max: +1,86 %,
none deviate by more than + 10 %,

. I ———— » "
He Gintine 2-x okpentux mac MOMYTh MaTy Miu:  -1,75 %
Bixxuaeuns sig cepeannol MacH O8Ity nisk g Maxce: +1,86 % i

*+ 5%, i seonua 1 nnx 12 NOBHAHA MATH BiAXHIICH 115
Bifl cepemunol macy Sinbur prise g + 10%.

Nof more than 30 minutes 03 minutes 18 seconds
He Ginbme 30 XBHNHH 03 xsmnm 18 cer HJL
Not more than 5.0 % (wiw) 1.6 %

He Ginbuie 5,0 % (m/m)

Not less than 75 %, Q@

(M 10T ) 101 3y 101
101 (5) 99 (6 99

He stenmie 75 9, (QD3a45xs (I} 101 {2) 10¢ (3) 101
M) 101 (5) 99 (5 99

Individual unknown impurity with RRT 2.5 — Not

more than 0.5 %; 0.18 %
Any other unspecified impurity —Not more than
0.2 % 0.03 %

Taotal Impurities —Not more than 1,0 % 0.21 %

Eﬂmmiﬂyam,no'f HeBixoMo¥ gomiuen 3 RRT 2,5 —

He Ginble 0,5 % 0,18 2%
Byas-aka imma Heigenrndicosana domiwea —

ue bineie 0,2 % 0,03 %

Cyma gomiuror: ye Ginbwe 1,0 ¢, 0,21 %
Isopropy! alcohol — Not more than 3000 ppm 74 ppm
Dichloromethane — Not more than 500 ppm Not detected
CnnpT isonponinonnii —pe GinLie 5000 ppm 74 ppm
Auxnopyeran — ge Ginzme 500 ppm He Bungneno
For Release;

From 190.0 mgp up to 210.0 mg of Trimebutine 197.16 mg

maleate in tablet (95,0 - 105.0 %, of declared value) 98.6 %
For Stelf Life:
From 180,0 mg (o 210,{} mg of Trimebutine maleate
it tablet (90,0 - 105,0 % of declared value
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FIACLEODS
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Kisbricne Hpu sunyeryp:
BHIHAYCIH Bia 190,0 mr g0 210,0 mr TpumeSyruny Majeaty y
Tadnerui (95,0 - 105,0 % vin sanpsenol KiTEKOCTi)
Haupurinyi PHEPMIRY Bpudmmnocmi:

Bin 180,0 mr po 210,0 mr TPHMeGyTHiy Maneatry y

Tabaerui (90,0 - 105,0 % Bin saseaeurol winnrocT
%_'_%T_*.h———— ) v
Microbiological The preparation is allowed:

19716 mr
98,6 %

purity Total number of acrobic microorganisms (TAMC)
1ot more than 10° CFU/ ¢ <10 CFU/g
Total number of yeast and mold fungi (TYMC) not
more than 10° CFU/ g <10 CFU/g

Escherichia coli is not allowed in 1 gm of drug, Absent
B npenapaTi AomycKacThes:

3araiaLye YHemo aepodunyx MiKpoopramismip
(TAMC) — ue Ginbie 16° KYO/r;

3ATATBIE UHCAO AphkLKeBUX TH maiceBnx rpnéin

MikpoGionoriumna
HHETOTA

<10 K¥YO/r

(TYMC) — ne Ginbme 10° Ky O/, <10 KYO /r
He gonyexaernen Escherichia coli Bixeyrni

any) -
Kosmenrapi (npu
HasgBROCTI),

"I hereby certify that the above information § This series of products have
been produced (including packaging / s uality control on the above
mentioned stations in full compliance with the requirements of GMP, set by the loeal
regulatory authority, and in accordarice with the $pecifications contained in the registration
dossier or trade license of the country of the manufactuyer or importing eountry if the pro-
ducts imported o file specifications in preparation for the investigational preduct. Minutes of
roduction, packaging and testing were reviewed and the correspondence GMPs»,
«im 5 MATBePAKYIO, 0 HapeaeHn BHUte iHpopmanin ¢ ZOCTOBIPHOW | Tounoro, iiro cepirn
npoAyxuil 6yac Bupobaeno (Brarouatoun YIAaKeBKY / MapKkysanus) i nposegeno KONTpoas 1f
AKROCTE Ha BiHge Jaznadenilt niasuyj g nenHil Bignoeianocti 3 Busoramit GMP, peranogp-
JEHIIMI MicleBIM PETYSITOPHIIM oprasiom, 3 Taxom ¥ Bimnosiznoeri sj cirenngiranisn, no
MiCTHTEeR B peecTpaniitnomy aocwe ago beecTpaniiinomy nocsiguennj Kpaien-BHpoGHunKa 460
Kpainu-immoprepa, AKUIO NPoAYKUin iMToprosana, gy i Aocke eneundivaniii ng NpenapaT g
JocmiaRyeanore aikapeLrory sacoby. IMporoxaeny BHDOGHHITE, ynaxonry T4 aHafgizis Gyno
NEPErnTHyTo i BeTanoneno Bi/noRimicrs, GMP »,
ame and position / title of the person issuing the permit jsgue series/
Yi3BHIe Ty focana / ssanng 0cobu, AKka Buaang RO3BiN Ua BHIIYCK cepif

anager QA /HO20345

Prepared by/ iarotonseno _mmmm
Reviewer / H026977 Manager QC / H005672
%% Kalpeshbhai Keshay Bhai Tandel

24.02,2024 19:23 20.02.2024 11:25
Printed on / Posapyrosang: 26/02/2024 11:34

Application for
Certification

3aspa npo
ceprudinauiso,

N

ed by/ 3ateepmrerio

anesh Ramakant Raut

Hpumivka: Ce THHKAT 3Tee OBANO ABTOMATHYMHO 3 eJiewer OHMHHNM Mixmicom
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Jiafo paroepisu 3 ROHTPOIO 9001 jijeq PCLKRY 35000is
TORB "TOBPOBYT-J14 Kujaag"
Medicines Quality Contro Labora tory

LL.C “DOBROBUT—LIKY LAB”» e

‘/#:pa:'ua_ L 03153, m. Kuis, ayn. FfOBrOpO,Cl-Ci&EPCbKa' Bv4.3. HERNTHOR] npaMiwenHs 43 Ju7-0300797

Bucuosox LI0/0 AKoCTT No 037-24 Big 04.06.2024
TPUMCIIA 200 TAGNCTIN, By DIRROROIO G008, 1y 200

[ R P X :
Hitsma apessapary: M0 15 1abaerok y crpini: no 7 TP N RAPTONG 1o

Feeerpaniiingy HOMC: 637-24
Bitputinruo: Makneoac DaApMACKIOTI K Histiven, liig
dosiep cepir ETY240013
Puiniip HAD T BiA sireey BiNiGpang 240
3puiie:
Teparin HRHAA THO e 12:2025
Toaupnergo 3 a0MeRenOIo ?!f{{l!(ﬁ)l}iﬂaﬂblH'(;'I‘ICJ "MAK b e
Ui;tff?gmno/uncp;icnim Bin DA PMAbeOTiKAH‘S HInMrree, Adrresp SR Nt s i,
BYLO oGy, 37
Aara onepreanmgy: 19.04.2024
By KOHTpotg: Hanpasnenuy THC na Taboparopiny dHUG (V02
AMA {MHCS, encmnpmauj‘f), MICT o pry No LJA/87390 LA
bitoninge g FROY HPOBGANTLCy
alidoye
e e - R
Yoot pris pege Bustoou Mist
e e et S

Unihe Kpyrai, ABOOITY I TaGeriy, Glaoro RONLOPY, erpirri

Nt BROBOIG oBonoukog, Faikl 3 ooy o Opin
L ndiigaiiy - BEpX - Yac YTPUMY Bty OCHOHHOID fiky yg KposMarorpasy Biinosiaye
TpHstety MadsicyT BEIBOSYBANOrG | CTaHaapTHOrG PO3UHHIE, orpusMany ¢ X0

KIBBEICHOMG BHIHAYCHER, nopypy chinmagary
T:J:;H'i'iff})ix(”ilim - Turany Hosna KOBTO G sabapriei iy IpH nozananmy 3 Biinow s
Aoy IMacaofon) POy nepakcy BOAKIG
Cepeing Mac yaricry FHOL00 pp 4. 3% {29450 . 32350 3wy
L) L’\ Ut
Qmopixicr, Aacy He Ginpine 2.y MBI Ry L MAC MOKe Maty BIAX RNy Bideronizae

Bijt cepeninoy MACH Gifblue, wi py +- 3 %% 1 konue 5 e
TTORMIHA MaTy BlaxXunenns pig CCPCANLOT ey Gim e, nig
Ha /- ) g,

Posiianasy He Ginbtue 3¢ xp Biauowizae
Kinngice Bi2HaUCH Iy - Bia 186.0 wr 40 2 10.0 81 (90,0 - 105,00 % niy 3WIRNCHO TG 2033 vr
BEpy EMICTY)
Ylnko gy 3riago 4 BHMOraMu MK Y Bianosiqae

. l"\_f[?ff)K‘iLi?}_ilMﬁ " driane 5 JATBEDILR e 1A BHMOraMy Teneyy MaPKYsaliHy — w&i}.tuuisimﬁ e
BHCHORICH, Hepesipe ipasox TPMMCTIA 300 Tatnerry, BRDHTE iiBrorase SBOHGHRGG, 110

200 Mmr, 5o |15 Tabnerak y CTRRIL o 2 CTPHILY ¥ KapTouiy ¥YRakonui copii
ETY24001 1 BHDOOHKITRY Maxsieg e fbapmacummcmrc Jistiven, lingy wiAsosinge
BHMOram MISI no Py Ne UA/ET3 901/ 3a HABCHCHUMI gy e BORa N kaM K
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