Tosapucrso 3 o6aremenoro
Aab Bignosiaannnictio "TEXHOJIAE"
EX}[O Jadoparopist sn npodveaTnin
d . flesip, Byn. danuna Ariocrona, 2, Tea awce:
(032) 292-25-79, email: texnolabi@gmail.com
—— O

Bucrosok mouo sikoeri Ne 0826 Bia 09.07.2021

Haisa apazwka; TPUMCTIA 200, TadaerkH, BEPUTI NAIBKOROIO oBoaoixaio, na 200 MM o 1S5
TadaeToR y cTpHRi; no 2 CTPUTH y KapTOHMIK Ynakosui

Peccrpauifinn HOMED: 0828

Bupotunurag: Maxkneonc QapyacuioTukaic Jlistirea, liaiy

Hosep cepii: ETY21001A

Buavyuesno: T30RB "MAKJEQ]C DPAPMACBIOTIKAT3 JIMITE", M. Kuin, sy, Oneren
Hondywa, 37, Anteunui crnan Nel, si, Kiis, pyn, Onexen Hopdyuia.37

Ouxaepxano Bia: Hepixasua caywga YKpaiuu 3 dizapeskix 3acobis T& KORTPO/IO 38 HAPKOTILKAM It

Cynposianitii nokyarenT: JIner Ne 8073-002.4.1/002.0/2-2 1 iz 02.07.2021 p,

Aata sindopy spasia; 06.07.2021

Harta onepuwanns; 08.07.2021

Craw 3pa3ra: 3palox & cTani NPLAATHOMY A3 NpoBeIenns BUNPOOYBAHL

Bua kourposma: 3a posnopamrensan Hepiknikenysén (3rizno Hakasy MO3 Vipaiuu sia 29.00.14 Ne
677 3 ofon*a13%0BIM TIPOBCICHHAN aHANI3Y 32 MOKa3HHKaN "laerTudikauis”,
"Kinbxicie RI3HAYCHIA")

Jarta sukonanns podir: 08.07.2021 - 09.07.202]

Micue npoeeaennsn podir: naboparapis BHnpoSysansua T30B «TexHonady

HJ, sinnosizno no mrot MK 10 PI1 Mo UA/B739/01/0]

ROBOANBCR anaJis;

r ﬁ_i)f_sahmu —l_ Bumorau H.!i i ____] Pééﬁram f

’Onwc ' Kpyrni ,ﬁsoaxoaunymi Tabnerxky, Sincro ROALOPY, BKPUTI NNIBKOBDIO Sianceinac
) oBonorko, rnaaxi a ofox CTOpPIH,
laeuTuchixalin 1. Tpunebytuny manear: Yac YTRUMYBAHHA CCHOBHOrO niky wa Bianosigae

¥pomarorpamax sunpo6osyaatoro Ta CT2HAAPTHOrO PO3YMHIg, r
OTPUMEHUX B XOAI KiNbKIGHOrD BUSHaYeHHA, mae chienanaTu. '
2, Tutany Alokera: Mossa KOBTCre 3abapanenus NP aogasanni 30 Biancsigae

% (MacalcB'em) PO3YUHY Nepoxckay Boano

Cepeana maca 310,0 mr £5 %: 294,50 - 325,50 mr 310,74 mar

OaHopipkicTs macy He Binbwe 2-x IHpuBinyansHux mac MOXYTh MaTh BigxunedHs Big Binnosiaae
CepeaHeol Macu Binbwe, Hix Ha + 5 %, | KogHA 3 Hux He NOBUHKA +2%/-2%,
siaxunaTues Big CEePEAHsOT acK BinsLue Hix Ha + 10 %

Posnapamna He Ginbwe 30 xa 5 x8

KinsxicHe suanavenna TpumMebyTuny manear g Tabreruyi: (90,0 - 105,0 % eig 3asenenof 191,68 war

! Kinekoceri): 180,0 - 210,6 mr 95,8 %

Ynaxoexa 3rigHo Bumor MK Bianosinze

MapryBarHs 3rigre sunor MKSR Bianosinae

———— e ——

TPHUMCIA 200, TadseTrn, BKPHTI 12iBKOBOIO o0oaoHKoM, Mo 200 MELTIOAST
2 CTpHH y KapTOHAIT ynaxosui. Ne cepit ETY2100] A, Hmpoﬁl-:mrrno_;ﬁ'
Jlimiten, Innin pinnosizae snsmoray MICT no PTT Ne UA/8739701/0) ¥4

MOKA3HMKAM (1. g

BHCHOBKH: Bucxorox tnoao axocti No 0826 min 09.07.202] NiATREpAve, Wwo nepesipennii spazok Hpcnapary

_ :""’! &Y eTpHni no
Jeant Bapping
BERCHINY Bl

*Nannii Bicwonok uiono SIROCTI Mowe Syrn BIATROPEHINT Tinb NOBHICTHO. Byap - 3
BIATBOPEHHS BACTY MO HE] TINBKH 38 nHCEMOBOT sroan T3sOB «Texnosaty. Buicucier,

o _' _/_'_'/
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Nevartkn He aificHuii,

Hauannuni nadoparopii BINPOdyBaNLHOY

Anapeimnn 1.0,

Kireus BiicHosxy nioao skocti Ne J; 8i1.09.07.202
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MACLEOD)
AT

CERTIFICATE OF ANALYSIS

CEPTHOMUKAT AHAJIHU3A
FI Name of Product | Trimspa 200 AR NO.: FT-0757/21 [ 2" | Manufacturer Covntry | Tndia
) Trimebutine maleate
film coated tablets
200 mg
Hanmetosanue Tpumena 200 Date : 19/06/2021 locynapetso- WUnnus
NMPOAYKUMH, TpumeSyTrnna Hara: 19/06/2021 TIPOH3BOAUTENE
Masieat, Tabnerku,
MOKPBITHIC MiIeHOY-
Holt oBonoukaii, no
200 mr ] -
3 | Registration 4 ] Strength/potency of 200 mg
Certificate No _the medicinal product | .
Homep peruct- UA/8739/01/01 Cuna geticrsus / 200 mr

AKTHBHOCT JIeKapeT-

= patuHoHHOTO
L YAOCTOBEPEH M. BEHHOIO CpejICTBA _ !
5 | Dosage Formn Film coated tablets, 200 ing 6 | Pack Size Ne 36 (2x15) |
in strips in
carton box |
Jekapcraennas Tabnerxku, nokpbiTbie MaeHoYHON obonoykoH, Pasmep u Tun Ne 30 (2x15)
hopma. 10 200 mr YIaKosKi, B CTpHNax o
KapTOHHOH
L | ~ _ yhakopke
7 | Packing Batch No _| 8 | Date of Manufacturing | |
Howmep ETY21001A ( Zlara npowsisojicTaa, 05/2021 |
ynakosaHHof |
cepun ) | : '
| Packed Batch Size | 1314900 tablets (43830 packs) 9 Date of Expiry s |
Pazmep 1314900 raBnerok (43830 ynakosok) Hara oxonuanus 04/2023
ynakosaHHoMH CpOKa roaHOCTH
|| cepun. r

10 | Name, address and license numbers of Mfg unit

Macleods Pharmaceuticals Limited

Plot No. 25-27, Survey No. 366, Premier
Industrial Estate Kachigam, Daman -
396210 (Phase II), India.

Mfg, Lic. Ne DD/375, Ne DD/376.

Haumenoranue, Mecronaxmiastine n HOMepa IHLEeH3NH Boex
YYACTKOB 110 POM3BOACTBY M KOHTPOMIO KauecTsa

‘| Flnor Ne 25-27, Cropneii Ne366, IpeMsep

Maxkneonc ®apmacsiotixanc Numirer,

HHnacTtpuan Hereiir, Kauuraw, HNaman —
396210 (®aza IT), Uimus.
Ilpouss, auitensus Ne DD/3735, Ne DD/376

11 | GMP Certificates No/ Date

131/2020/C-344" Valid 1ill 30.06.202] -

Ceprudmxarst cooTsereTrBHE GMP IS BCEX YUYACTKOR Mo
MPOH3BOACTRY H KOHTPOIO KAYECTRA HlH
cebtok B Ga3e paHubiXx Eudra GMP

(pu HaIHYMM) Homepa

131/2020/C-344
Cpox aeitcrus 30.06.2021

MACLEODS Regd. Office: Pone:  91-92-66762800 | | 2R304 30,19, 01
PHARMAC TICALS Atlanta Arcade, ChurchRoad, fax - 91-99.90956509 |\ ° Pezevier Indlushiiai Fitale,
MACEU Near Leela Hotel, Ancheri-Kuria Road,  Emal - wstormrcgrjd@n;acleodsm@fﬂ.\aacgm Kachigam, 1hamaf1- 398910, (UT)
heri(East), Mumbai-400 059, Inclla, Website wwwmacleadspharma.com ™y o~ 7% o
LIMITED Andheri(East), B N : U94o3OMHI0BePL e - ,,f.:rgg 0/9»5 2240195, 2244337




MACLEOD)
T

12 | Result of Analysis/ Peaynwa%mpne,ueﬂuﬂ aHanuza, - . o ot :__ ]
Sr. No, | Tests | Specifications | Resuits
Ne n/n | NMoxasaTean Crieundinrcauns 1 PesyasTarht -
5 Description White coloured, round, biconvex film- | White coloured, round, biconvex film- |
coated tablets plain on both sides. coated tablets plain on both sides. !
Onucanue Kpyravie, ABOAKOBLINYKAbIE TabncTky, Kpyrawe, ﬂaonxo'nmnyx:u.re'_{a'ﬁnc‘mu,
Genoro usera, NOXPBITbIE, MNCHOUHOIH | Genoro UBETA, MOKPLIThie QICHOYHOH
obonouKoi, Fnaakue o obeux CTOPOH, obonoukoi, ranKkue ¢ ofeux CTOPOH,
2) Identification A. Trimebutine maleate , |
- The retention time of the principal peak | Complies
in the chromatogram of test solution
should correspond to  that in the
chromatogram of the standard solution
obtained in a quantitative test.
B. Titanium dioxide
Emergence of yellow colouring after Complies
adding 30 % (wiv) hydrogen peroxide
solution,
—_— e e —_—
Nnewrudu- i A. TpumeGyTuna mastear
Kauusn | Bpems  yaepsusanus ocHoBHOro muka | Coorsercreyer
’ Ha xpomarorpammax HCDBITYEMOrD W
CTAHAAPTHOTO PACTBOPOB, NOAYUEHHbIX :
B XOMle KOMHYECTBEHHOTO onpenenetus,
AOTKHO COBAANATS. I
B. Turana anoxeun
[Tossnenve wentaro OKPAWHMBAHUA MPH CooteercTryer I
AobaBnennn 30 % (macca/oGnem) '
pacTeopa niepekucy BOOOpOia. I
3) Average weight 310,0mg £ 5 % (294,50 - 325,50 mg) 309,61 mg I
{ Cpennsasn macca 31?,6:« 5% (294,50 mMr— 325,50 mr) | 309,61 mr j
4) Uniformity of Not more than 2 individual weights cm Complies
weight have deviation from the average weight
more than = 5 % and no individual
weight can have deviation from the
average weight more than + 10 %
| Onnopomwoers | He Gones 2-X MHAKBUAYRILHBIX Mace Cooreercrayer ]
Macenl MOTYT WUMETh OTKIOHEHWe oT cpesHed
Maccel Gostee, ueM Ha + § %, H MU onHa
HE  JOJKHA  WMMeTh OTKJOHEHHE oOT
cpeanei maccel, 6onee wem na £10 %.
5) Disintegration | Not more than 30 minutes 04 minutes 19 seconds
Pacnagaemocrs | He 6onee 30 mpn, 04 muuyTer 19 cekynn
7 : Phone: 91 - 99- 6676 9800 Vet Works ; P NG
MACLEODS ietl?a.?ataoﬂ::de, ChurchRoad, Fax @ 91.99-0005 &600 N e\ 21 gremierindig
PHARMACEUTICALS o3 (%els Hotel, Anchert-Kura Rosd,  Ena - Cumtornelcate@MEe00 GBI Kocige, tanaddoesio, Ty
LIMITED Andheri(East), Mumboai-400 059, India. gzbsll: uwm%m;%gﬁgsﬂmw 2 B : _?__95'9?40195, 9944337




MACLEOD)
T,

7% [Lonshmasson ! Not more than 5,0 % wiw T1.63 % T
| drying | - . _ .
floreps & He Gonee 5,0 % (m/m) 1,63 % T
mMacce npy
L BBLICYWIHBAHHY T | s s . ‘.‘
7) Dissolution Not less than 75 %, (Q) in 45 min. | (1) 97 (2) 99 (3) 102
[ — | @ 102 (s5) 102 (6) 101 {
! Pactaopenue He menee 75 % (Q) 3a 45 muyr. (1) 97 (2) 99 (3) 102
[ - (4) 102 (5) 102 (6) 101
8) Related Individual unknown impurity with RRT 0,17 %
compounds 2.5 - Not more than 0,5 %,
Any other unspecified impurity - Not 0,04 %
] more than 0,2 %
Sum of impurities - Not more than 10% 10,25% o
' Cony"rc'ruym- Hunusuayanuias HeU3BECTHAR NpuMech | 0,17 %
IHite NpUMecH ¢RRT 2,5 - ne Sonee 0,5%;
Tw6an apyras HeHACHTHDUuMpoBaHKan | 0,04 % |
OpuMecs - e Gonee (1,2%; [
| Cymuma npumeceii — we Gonee 1,0 % 10.25% I
9) Residual Isopropyl alcohol - not more thap 5000 52 ppm
quantities of ppin ’
organic Dichtoromethane - not more than 500 Not Detected
| solvents ppm __ o =
Ocrarounrre CrupT H3onponuaossi — e Gonee 52 ppm ;
KOJHYeeTBA 5000 ppm; '
Opranuveckux | Duxnopmeran — ne Bonee 500 ppm. He o6Hapysxeno
. _PacTBopuTeneit . i
10) Quantitative At release:
test From 190,0 mg up to 210,0 mg of 198,96 mg
Trimebutine maleate in tabl et (95,0 - 995 %
105,0 % of declared value),
. At storage:;
From 180,0 mg to 210,0 mg of
Trimebutine maleate in tablet (90,0 -
| 105,0 % of declared value) =
| Koanueersenn Aas Beinycka: i
oe O7r 190,0 Mr 1o 210,0 mr TpuMeSyTHHA | 198,96 mr {
onpeachenue Maneara 8 Tabnerie (95,0-105,0 % ot 99,5 %
3aRBJICHHOrO KOMHYeCTBA)
Ana cpoka roamocry:
Or 180,0 Mr no 210,0 mr TpuMeGyTHHA
maneara s tabaerke (90,0-105,0 % or [
J 32MBNCHHOTO KomituccTa) [
L : Phone: 91 -99.6676 2800 \
MACLEODS iﬁgﬁtaoff\ﬁrgzde, ChurchRoad, fax = 91-99.-9995 £509 N e\ N
PHARMACEUTICALS Near Leek Hotel, Ancineri-Kurla Road, ~ Emal - customercare@imacleodsphetiacom
LIMITED Ancheri(East), Mumbai-400 059, India,  Website vawwmacleodspharma.com b N P

W

UR4239MH1G89PLCOS204%




MACLEOD)
TR

‘ | 11) T!\‘lxmblologia'l- In preparation allowed: h'- _-_]
I purity Total quantity of aerobic bacteria i <10 CFU/g {
I i (TAMC) - not greater than 10* CFU / g; !
' ! Total quantity of yeast and mould < 10 CFU/g |
l {TYMC) - not more than 10? CFU /g |
' Absence of Escherichia coli in | gof i Absent
- —~.jprepamtion. ________ - | ag— ]
MuxpoSuoo- B npenapare AonycKaercs: i |
TRYecKkan O6wee uucno apOBHBIX  MuKpoopra- | < 10 KOE/r
YMeToTa HH3MoBs (TAMC) - ne Gonee 10° KOE / | ’
r
OBwiee uMcro apoNoKesbIX 1 MNeCHeBLIX | < 10 KOE/r
rpBoB (TYMC) - He Gonee 102 KOE / 1
| He nonyckaercs Escherichia coli n 1 ¢! He obHapy:keno ’
| npenapara,
13 - ]

14

Comments (if any) |

KommMenTapuu (npu
| Hanuuum).

Application for
Certification

3agBaenue o
ceprudukaumy,

|

"I hereby certify that the above information is true and aceurate. This series of praducts
have been produced (including packaging / labeling) and conducted quality control on the
above mentioned stations in ful] compliance with the requirements of GMP, set by the local
regulatory authority, 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», : ) P . o
«ITHM 7 NOATBCPMAAKD, YTO (pHMBeneHHan Bbllle HHDOPMALMA FBnseTCy AocroBepHod n
TOUYHON. 3Ty cepuro MPOAYKLUHK ©bIIO NPOMIBEREHO (Bxatroyas ynaxoexky / MApKUPOBKY) H
MPOBEACH KOHTPOSTL €& KaYeCTBa Ha Bhiwe YKa3aHHOM yuacTke B MONHOM COOTHBETCTRHI ¢
TpeGoBauuamu GMP, YCTaHOBNEHHLIMH MECTHBIM PEFYIIITOPHBIM OpraHomM, a Taike B

TOPropof JuueHIuu CTPaHeI-NPOH3BOANTENT MM CTPaHbl-HMIIOpTepa, eciv nponykumns
HMIIOPTHpOBAHA, waAM B Aocke  cneundHkauui uHa fipenapar anas Heenenyemoro
JICKAPCTBEHHOrO  cpeficTBa. [1poToxonst MPOH3BOACTRA, YNRKOBKM M aHanmaon Gbinn

HCPECMOTPEHEI H YCTAHOB/CHL! B COOTBETCTRHE c GMP». |
15 | Name and position / title of the person issuing the permit issue seriss / Damunun M aomKHoCTn 7 3BaHHE Bbilasiierc
BPCUICHHE Ha BBINYCK CePH, : ’
| Prepared by ____—l?hecked by Approved by - ]
Kamal Patel Amit Pate] Rahul Bari ]
Executive - QC Sr. Executive - QC Officer - QA

16

| Signature of the person

17

Date of Signing/
Hara noanucasny,

T

issuing the p]ermit issue series./ Nonnucs MU, BRIAABINETO paspeiueHne Ha BLITyCK cepun,

BT

22Jog]7]

MACLEODS

LIMITED

Andneri(East), Mumbai-400 059, Indlia. Website www.maclecdspharms.com N

Regd. Office. Fhone:  91-99. 6676 2800
Allanta Arcade, ChurchRoad), i

fax i 91-92. 99956599 W e\ e 2 1ive fdlisidie,
la Hote!, Ancheri-Kuria Road, ~ Emal : Customercare@mackcodsphaiini com _ Xachigam, Damén 596910, (UT)

: )< 0 1 %
N UO4930MH19B9PLO059049 RO0F2240125, 2944337




JEPXIIKCIIVIKBA
AEPIKABHA CIIVIKBA 3 JIKAPCBKUX 3ACOBIB
TA KOHTPOJIIO 3A HAPKOTHUKAMMA y m. KHEBI

Byt bepesusikinebka, 29, Kuis, 02098, Ten. (044) 295-26-85 Ten. (044) 295.26-82
E-mail: dls.kyiv@dls.gov.ua,hrms:f'/www.d]s.aov.ua. Koa €PIIOV 37079055

BHCHOBOK

Npo AKICTHL BBE3EHOIO B Yxpaiuy gikapeskoro 3aco0y

09.07.2021 Ne 39467/21/26

TPUMCIIA 200

(rafivenywvanns Aikapcukoro 3acoly 3riano 3 peeerpauitnng MOCBIAUCHNAM)
Ta0JMCTKH, BRPHTI ITIBKOBOIO 0B0J10HK0I0, 110 200 Mr, 0 15 TadaeTok Y erpui; o 2 erpunm
Y KapTonuill ynaxkosui

(opaia sumycky, AOIYBRENA, BU[ MAKYBAHNA TIKAPCLKOTD 3acody)

Homep peectpatifinoro nocsinvenns UA/8739/01/01 CTPOK AiT peecTpauiiiiore noceinveius HEOOMEXKCHHT

Cepia nixapcbroro sacoby Ne ETY21001A Kinexicts Beeseroro nikapeskoro sacoby 43830
BupoBruk Maxsteonce dapmaceiorrrance Jliniten, [nmis

(halimenypainsy BHPOOHIRA JiKaAPCLKOro 3aco0y. kpaila NOXOMHEHA)

Bieseno s Ykpainy ToBapuerno 3 o6mesrenorn BinnorinanLHicTo "MAKJIEOQIC
DPAPMACBIOTIKAJI3 JIUMITEX", inent. won: 37554108

{RafiMeryBatn T2 Koa 3a ELAPTIOY opiaruhe! ocodi abo npissuLe, (M, 10 Barhron] hisudnof
0¢oBH - nianpresua, it micue npoxasans Ta peecTpauiinui Homep uBaixonol KAPTRH MABTHUKA
MOAATKIB abo cepis Ta HoMep nacno pra)

[IpoTokoa sisyaasiore kowrpomo sin 01.07.2021 M 21 63/1.
TlaSoparopnutii auanis sxocti nikapeskoro 3acoby 3niitfcHe Huil:

TOB "Texnona6" (m.JIbeis, ByJ1. Hanmna Anoctona, 2)

HAHMEHY BaHHA Ta MiCLE3HAX OMKCHHS 1a00DITO i, 10 nponeaa hadoparopisit ananis SKOGCTI
¥ p parop

Bucrosok 1ono sxkocti aixaperkoro 3acoby, praanni naGoparopicio sin 09.07.2021 Ne 0826

Pesynwrati nadoparopitoro ananisy gkocTi nixapc:axoro 3acoly za NEPEBIpeHMME MTOKATHHKAMN Bigrnosigaiors
BHMOTIdM METOHIB KOHTPOMO SKOCTI (anwii'nmHo-Hopma'I'uBucT HOKYMeHTauir).

3a  pesyneTatamu ACPAABHOTO  XOHTPONIO  BCTAHOBNEHO, MmO nikapeeknit 3aci6  BeeseHo B Ykpaluy 2

AOTPHMAHHAM Btﬂ\ﬁ:v;s_'a'&&[ﬁjiéﬁcma LHENO 3a0€3MICUEHHA AKOCTI JTIKAPCLKUX 33c05in.
A e

;J’. .
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JEPIKHIKCITY KBA
HEPIKABHA CIYIKBA 3 JIKAPCHKUX 3ACOBIB
TA KOHTPOJIIO 3A HAPKOTHKAMH y n. KHEBI

By, bepesnakipenka, 29, Kufs, 02008, ven. (044) 295-26-85 Teu. (044) 295-26-82
E-mail: dis kyivEddls.gov.ua, htps:www.dls.cov.ua, Kon CJIPITOY 37079055

BHCHOBOK
PO AKICTL BBE3CHOT0 B YRPainy Mikapeskoro 3acoly
20.12.2022 No 86264/22/26
TPHMCIIA 200

{navenysanna aikapenkero meoly srinHo 3 peecTpaniitian noeslateHaNM)
TAGACTRY, BRPUTI IIIBKOBOI0 06010HK0Y0, 110 200 Mr 110 15 Tadnerox ¥ eTpuni; no 2
CTPUIN Y KAPTORHHT viaxoesil

(tpopara BUNYCRY, A03YBANIA, BHIA FAKY BANNA ATKOPCLEOTO 3AC00Y)
Howmep peecrpauiituore nocainueinn UA/8739/01/0] crpox aii peccrpauiiinore noceiauenus HEOOMEXKEHTH
Cepis sigapeeroro sacody Ne ETY22006A Kinpricrs BRE3eHOrO Nikapebkoro acody 17760

Bupoduix Maxneonc PapMacsioraxane Jliniten, Taiis

(nabivenyeanng supoBinika Aikapeekoro 3ac00Y, KpUing 0X0AKECHIA)

Breseno 8 Yipainy Tonapucreo 3 oGrekeHa10 BIAOBLIATLHICTIO "MAKJEOIC
DAPMACBIOTIKAJS JIIMITE", ixent. rox: 37554108

{ualiscenyranks 1a ko 3 CAPHIOY jopiarnof ocoli ado AnpisnKie, IR, 10 GarLKoR]
disror 0coBi - aianpuesia. T sicue ORI T4 peceTpaniiinnit Hosep obaikosof
KapTHIL fAarHitka noaavkin alo cepir Ta wosMep naciopTa)

Haboparopnuii anadtis axocri nikaperkoro 200y 3aiicuenil

TOB "Texsonmat" (a.JInpin, syn. Januna Anocrosa, 2)

(ralivenypanug Ta MiclesiaxoEes aabopaTopii, nio npeseny A20opaTopRUl aHan AKQCTE)

Bucnosox moao sxoeri aikapenkoro 3acofy, suaannii naoparopieio six 20.12.2022 Ne 1158

PeayasTarit 7a0opaTopHOro ananizy sxocTi UKAPCHROTO 308y 32 Nepesipenna noxazHuxavy BIANOBinaeTL
BHMOTAM MCTOIR KOHTPOIIO AKOCT] (aHANITI HO-HOpAATHRROT HOKYMEHTALIT).

34 pesyNLTATAMH  ACPEERHOIO KOHTPOMNO  BCTAHOBNEHO, U0 Aikapenknit 3aci®  smesedo n Yrpainy 3
AOTPDHMAHUSAM suMor 3a50HONABCTRA ILGAO 3268 ICHE HHA AKOCT ATKAPCLEHX 3ac05in.

Hayaspuux

(rocagosa aeoha OPraty ACPRaBIOI0 KOHIPOAIG)

MLIL




CERTIFICATE OF ANALVYSIS
CEPTHOUKAT AHAJIHIA

FIACLECDS
i

| 1| Name of Produet Trimspa 200 ARNo.:DN |32 Manufacturer Country | India
(Trimehutine FPS22000318
maleate 200 mg) e
Haiisenysanns Tpunscna 200 Date: 1771172022 Hepaasa-slposun Tuain
HpogyKuil {Tpumebyruny Hara: 17112022
Maneary 200 mr) e
3 | Registration Certificate 4 Strength/potency of the | 200 mg
1L | UA/8739/01/01 medicinal product
Hosep pecerpaniii- Cuna zit/ axrasniers 200mr
| i HOvO DocBitvens N o ~ __| mikupebkore sacody e
5 | Dosage Form Film ecoated tablets 200 mg 6 | Pack Size Ne 30 (15x2) m—s?rips
in ¢arton box
Hiwapenka popaa TFaduerky, sRputi 6ainkoboro Posmip i Tun Ne30 (15x2) y eTpuamax
oBonoHRO, Ko 200 Mmr YHAKOD K, ¥ Kapronuifi ynaxosii
7 | Packing Batch No ——— | BTY220064A 8 | Date of Mimufacturin_g_ 1072022 '
Homep ynawonanof cepiy _AaTa ppofinnmsa .
Packing Batch Size 1350800 rablets (45000 packs) 9 | Date of Expiry
Poamip ynawosanoi cepli | 1350000 tadaeror {45000 YUAKOBOK) Hara saingenns 0972024

19 | Name, address and license nuinbers of Mfg unit

TepMiHy DpHIaTHOCTI
Macleods Pharmaceuticals Linmited

Unit-1, Plot 12, 15, 21,23, 24, 25,26, 27, 28 &

30, Survey No. 366, Premier Endustrial Estate,
Kachigam, Daman, 396214, India.

My, Lic. o DD/378, M DI/376 N

Hadimenynauns, micueanaxopmenny ra HOMePH Jilensiit Beix
ALIRIHOK Mo BHPOOHUITFBY | KOHTPOMID sIROCT]

Maxaeonc ®apsacatornranc Jimiten

®asa I, Ilror Ae 12, 15, 21,23, 24, 25,26, 27, 28
130, Ciupeeit Ne 366, Mpen’ep lupacrpian Tereiir,
Kaunram, Haman, 396210, Yuais,

Bupotumua. yinemin N DD/375, Mo DD/376

11 | GMP Certificates No / Date

Naue B Badi ganiex Budra

Cepridixaru sinnonisioes: GMP pss seix aisgnor oo BHpOf-
HBUTBY | ROATROMO fiKkoCT alo {(npu nasmiocti) HOMepa JocH-

069202 1/GMP  Valid 11l 13.07.2023

GMP

12 | Result of Analysis/ Pesyneraru nposcrenna anayisy.,

069/2021/GMP  ‘Fepmin ait 13.07.2053

Sr. Tests/

Hokasuuky

Specifications/
Crieungikauin

i Results/

PesyanraTy

Wiile coloured, round, bizoxlvex ﬁim-iceated
tablets plain on both sides,

|_eoated tablets plain on both sides.

White coloured, round, biconvex fitmi-

MACLEODS
PHARMACEUTICALS
LIMITED

Kpyrai, anoonyrni rabnericn, Gisero KeabLopY,
BEPHYI s oo oforonkon, onanxi 3 obox
cropiuy,

Kpyrai, xeoonykni TAGIeTKI, 6E:mr0—r
KOALAPY, BRKPUTI iBKOBOIO

A. Trimebutine maleate

he retention time of the principal peak in the Complies
hromatogram of test soluiion should correspond to
that in the chromatogram of the standurd solution
obtained in a quantitative test,
B. Titanium dioxide
Emergence of yellow colouring after adding 30 9, Complies
w/v) hyvdro en peroxide solution. - B — ‘J
T s
o T ZAage Lol
bkraine Y¥xpatna :;%;//ﬂj//
Kiev Kuip 277
Zdolbanivska str., 7-D BYJL. 3}{6363&131}::51::1,7-1{
12081 02081

Telifax: +38 044 574 42 04
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FIACLEGCDS
MM

lnerrudiivania A. Tpn MeBYTHHY madear.
Hac yrpumynauns ocnosnoro MRy #a Xpomarto- Bianosinae
Fpamax sunpobysanoro | CTHUIAPTHOTO po3gunis,
OTPHMAUNX B X0 KinekicHoro BU3IHAYEHHY
ftoBH#H0 30iraTHen,
B. Twrany wiowenn,
Tlosisa sontore 3abapsaenus npu xoxasanni 30% Bignosinae
{vaca / o6'em) POIHHHY NeDPEKHCY BOANIG. B ) i
3 Average weight 316.0 mg £5 % (29450 m 1-325.50 mg) 311.27 mg
Cepenns maca 310,08 Mrd 3 % (204,50 mM-325,50 mr) 311,27 mr
4 | Uniformity in Not more than two of the individual weights deviate Min: -2.23 ¢4
weight from the average weight by more than + 5 o4 and | Max: +2.57 %,
- none deviate by more than £ 10 %, . o o
Ouauopirnicrs He Sianie 2-x ORPEMIX MaC MOKYTHL MATH Mim: 2239 T
MACH BLAXMAeRun BIT cepeanbol mack Ginbul #ise ua Maue: +2,57 o
£ 5%, i soana 3 unx we HOBHHHA MATH BiiXHAcHug
e | B cepeannol Macu Ginnu i Ha £ 10%, .
5 | Disintegrafion Not more than 30 minutes 05 minutes 44 seconds
time |
Posnag He Gianure 30 xpimumn 08 xpusin 44 ceKy s, i
6 ¢ Lossin weight Not more than 5.0 % {wiw) 2.2% |
on drying . |
Brpara sacn He Sinnme 5,0 % (mi/ar) 2,2 %
| DM cYLuingg P
7 Dissolution Not ess than 75 2 (&) (1) 9% () 99 3) 99
{% of labeled 4 96 (5) 99 (6) vs
amount in 45 min ) | ~ |
Posunnnicrs, He memine 75 v, (Q)sa 45 xp (1 99 (2) 99 3) 99
(4) 96 (5) 99 (6) 93
s Related substances Individual unknown impurity with RRT 3.5 . Not
niore than 0.5 %; 0.16 %
Any other unspecified impurity —Not more than i
0.2 % 0.04 %
| Total Impurities —Not more than 1,0 % 0.20 %,
Cynyrai gominnen TeansigyanLuof HeRiLOMOF nomimky 3 RRT 2,5 —
He Dinewe 0,5 % 316 %
Lyxn-mwa inwa Helnentudironsna goMigmea —
Be Ginwye 0,2 %, 4,04 %%
- ' Cysa pomiuiok: ne Sinsiue 1,0 % 0,20 % ;
9 | Residuai quantity Isopropyl alcohol — Not more than 3000 ppm 75 ppm
of organic solvents Dichloromethane — Not more than 500 ppm
3asnmikosi  kifp- Cunpr zonponinosni ~—He Binkwe 5000 ppm !
KocTi opranianmny Huxnopreran — ye Ginbwe 506 ppm
Po3vHHERKID
10 | Assay For Release:
From 190.0 mg up to 210.0 g of Trimebutine
maleate in tablet (95.0 - 105.0 % of declared value)
For Shelf Life:
From 180,0 mg to 210,60 mg of Trimebutine maleate
in tablet 90,0 - 105,9 % of declared value) 4
/}/"? ,,:;17-;’;’/'/ ﬂ«"/-
e
/’MWM Page 2 ol'3
MACLEODS Ukralne ¥ kpatiia /’;//
PHARMACEUTICALS ko, Ky
LIMITED Zdolbunivska str., 7-p a'mr;".]ﬁn.nﬁyniacmca,'Ml

02081

Tel/fax: +38 044 574 42 94

02081
Tew/Dane: +38 044 574 42 94




FIACLECDS
AR

T Rinericie
DBHIVRSCHHN

Ipue srinryeny:
Bia 190,0 sropo 210,80 wr Thumeby TNy MaseaTy y 197,97 mr
Tabaerni (95,0 - 165,0 % pig 3auBACHHOT KiILKOCT) 99,0 %
Hanpuringi mepyiny Rpudamuoci:

Bin 180,0 mr o 210,0 mr TpUMeByTiHY ManeaTy y
TabneTui (90,0 - 165,0 % Big 3astRAeHHOY RiTbKocT})

12 | Microbiological

The preparation is allowed -

purity Total number of aerobic microorganisms (FAMC)
uot more than 10° CFU/ g <10 CFU/g
Total number of yeast and mold fungi (TYMC) not
nmore than 10° CFU/ g <10 C¥U/g
Escherichia coliis not allowed in 1 gm of drug. Absent

Mikpobionoritna
HIeToT)

—t

B npenapari ponyckacrnon:
3ATANLHE YHCIe a0polnux sixpoopranizain

(TAMC) — e Ginvwe 10° KYO/r; <H KYO /r
JAFANLHE HHCAD HDIKAREBIX TA BIicHEB X rpudis
{(FYMC) — ne Ginpwe 10° KYO/r. <10 KYO /r

He nonyckaernes Lscherichia coli ¥1 r npenapary. Bincyrui

13 | Comments (if any)

Komentapi (npn
HassuocTi),

Application for
Certitication

"I hereby certify that the nbove information is true and accurate, This series of products

have been produced (including packaging / [abeling) and conducted quality control on the
above mentioned stations in full compliance with the requirements of GMP, set by the focal
regulatory authority, and in acvordance with the specifications contained in the registration
dossier or trade [iceuse of the country of the manufacturer or importing country if the pro~
duets imiported or file specifications in preparation for the investigational product, Minutes
of production, packaging and testing were reviewed and the correspondence GMPy.,

Janpa npo
cepripicani,

«knss 5 NIETBEPURYI0, W0 HADeeHA Boine ingopsanin ¢ aocrosipuow i Tounor, Ho eepio
poryruii Gy.10 sipodaens (sraro4aGun YUAKOBRY / MAPKYBAHNA) | Nposeneno KOHTPOL T
SKOCTE HA Biile 3atuaveniii Hinsuui B nosnii BiAnoBigHOCTI 4 BUMOramy GMP, scranon-
SICHIMIE MECHER M PerynsTopauM opranos, a raras ¥ Bianosiamnocti 3i creuHpinaninym, uo
micraTeen B peceTpauiiinomy nocke ago PeCCTpaiHOMY mocsiguenui KPAIHE-BYPOBHIICY
abo KpaiHE-innoprepa, miemo upoayKuist innoprosams, uy g AOCRE cneunivauili ua
Hpenapar s goctinwysanors NiKAPCLKOrD 3ac00y. {Iperokonn nn pobunuTsa, yuaronky ta
aHizie Gyao NeperantiyTo i BCTaHORTeH0 BiANOBiANicTL GMP »,

15 [ Name and position / title of

H;gi:mmue Th N0CaLn / 3Bans OCOBH, kA BHAANA Z03BLT Ha BRIYCK cepii

the person issuing the permit issue serios /

Prepared by/ Hiarorosseno __Checked by/ Tepenipeno } [ Approved by/ 3aTsepawern
Reviewer / H026131 Marager QC/ H001422 Manager QA /H026391 ]
. —_— JIGNESHKUMAR RAMESHCHANDRA SNEHAL
RALPESH BABURAO.NIKAM PATEL JAYANTIBHALTHAKOR
17.11.2022 10:06 17.11.2022 i1:10 17.11.2022 12:11

Printed by /Posspyrosang - KALPESH BABURAO.NIKAM | Printed on/ HaTa npywy : 17.11.2022 12:18

This is eleetronically generated report, hence signature is not required,
Ue esercrporeuii snir, Tomy MANARC He HoTpiGen.

MACLEODS
PHARMACEUTICALS
LIMITED

Ukraine

Kiev

Zdolbunivska str., 7-D
02081
Tel/fax: +38 044 574 42 94




Towapuerno 3 o6aesxernor
BUINOBIZanLeTIo "TEXHOJAE"
Jaboparopis BHADOGY BB

st Hesin, syn. Hanuna Anocrona, 2, Ten./axe:

(032) 292-25-79, emnail: texnolab@email.com

Buchopox OO0 ssKocTi No 1158 Bix 20,12.2022

Hazea 3pazkca;

Peeerpauliiuni 11oatep;
Bupobuiurrne:

Hosep cepii:
EBitnyueno:

Oaeprawe pig:
Cyuposiminnii AOKRY ek
Hara BiaGopy spasien:
Hara oaepseatms:

Crran apasgea;

Bitn wonrposie;

Aara Bukonaung noGir;
Micue npovegeirny podir:

HAL, sinnoniano A0 stRof
NPOBOTBCH artasris:

N
, MNokasnmkwy

e

InenTudirarin

Cepears Maca
Onropiaricrs macu

Poznaaanun
Kinbkicha BUBHAUEHHY

Ynaxkosxa
Mapkysaria

BHCHOBK::

2 crpunn y

TIOR3 MM KN T,

*Hanmit Bucronok niono sxocrif _
BIATBOPCH A BMICTY MoKkl of PNy

TPUMCIIA 200, TalacTry, BRpEY Maiskonno 060n0HKGI, No
TabAETOR ¥ ¢Tpuni; no 2 CTPHOH ¥ kapTondill ynakosnj

1139

Maxsicope PaApPMACLIOTYkARC .H;'METeﬂ, 1z

ETY220064

200 Mr, o 15

Ta0B "MAKJIEORC PAPMACHIOTIKA MMITE", ».Kiis, sya, Onexey

HouGywa, 37, Anreuninif craan Mel, u. Kuils, nvn. Qacken Jon

Gyura, 37

Hepicapua Caywba Ypain s NiRAPCERHX 1a00Gin Ta ROHTPOMO 32 HAPKOTIIRAM 1

Fuer Ve T135-002.0.1/002.3/2-27 Big 15.12.2022 P
15.42.2022

16.12.2022

3pasok B cran npixaTHoM Y RAR NPOBRACHRY BHAPOSyuaHs

3a posnopamrean Hepmnivciyube (3rinue nakazy MO3 Vi

paiau 5in 29.09. 14 M

677 3 0508’ 3Rk081N NPOBEAeH M aHATIZY 30 NOKANHKEMH "Lrenrugixayis®,

"Kinskicre BA3HaYCHHR")

16.12.2022 - 20.12.2022

Aaboparopig suapoSysantha THOR «Texnonady
MKH no PIT M UABTISH1/01

f Bumory HA Ha meTop BUNpobyBanHs -
— e et

Kpyrni » ABOSKOBUNYKNT TaBreTri, Binoro KOnbGRY, BROUTI fniekonom Binnosigac

oBonoukew, rnanki a obox CTORIN.

1. Tpmneﬁymuy MENSAT: Ha¢ yrpumynanmg OCHOBHOLO Niky Ha
Xpomarorpamax BUnpoGosysalors 1a CTAHAAPTHONG po3uuKia,
OTEHMAaRNX B X0 KinbKicroro Br3naqenia, mac onisnagary,

2. Tutany Alokeun: Nosag HOBTOTO 3abapsnenys NPU JogasaHRE 30
% (MacaloBem) POSHUHY neporcity BogHi

30,0 mr £5 %: 294,50 - 325 50 par '

He Binthiue 2. IRAMBIAYanLHIX mac RACYTo MaTH sigxunenns sig
Lepegnbol acy Ginbwe, Hin 1a £3 %, | MosHA 2 Hhx He 0BWHHE
BIXANATUCE Bip CRPeAHLOT Mac Binbite wiw wa & 10 %%

He Sinbiwe 30 xa

Tpmmeﬁymuy manear s rabnetui: (90,0 - 105,0 % sig sasenenoi
xir;bkoc:'ri): 180,0 - 210,0 mr

3rinHc sunor MKs
3riake sumor MKsy

e ?

] Pesynbrary —l
R

Binnosigag

Bianosinae

310,75 mr
Bianosigas
{+2%/-4%)

4 xa

187.8 mr
989 %
Bianosiaag

Bignosinae

Buetonor wone axoer Me 1158 pin 20,12 20272 miaTBepaAye, uio nepesipennii apatok npemapaTy
TPUMCIA 200, Tadnersy, BEPWT niskenoo oGonourow, no 200 M, 70 15

rafnerox y CTRUIH] 110

KapTonuif ynaxonmi, Mo cepit ETY220064, BUpOGHHLTEO Maxreo e DapyackioTHRARG
Jisives, ligniy BiAnOsAAE BHAOrAN MECH 510 PTI e UABTIN01/01 3 HABEIALHHMY Bl

iNbxi noEHCTIO By - sixa nyGaika

uiz ado wacriope

MOB «Texuonascy, Bucuesor wioao axoeTi 623 niamicis |

B-V-B-1153.2007




I

MEIVARIIN YO UARWRA T LY T EFUMALGBROT O 3M0POR'S M. C“).M.MAP,?C‘SE;A
HALIOHATTBHOT AKALEMIT MELMYHIX HAYK YKPATHA

[pexninidiize
B Mag
HTO2E2019 (EM IS0
02.05.2024 1.
ATRCIOBRN Lo pacH
arecriivio Ny 510 nig
CHeInna yapashusis
BSAGTAN IGTY BN {8

i

e

ha BOOS 6l

Vaonuenwneisy nneg
NBBOPETOPIILR Bhnpoiyeans fAiapsLer dacoie, U0 NGAZKTLGS 112 £

2012016 0.
SEOUYVGT 2 Sngy
S0, 10T, 150HE

i
s GRYaOUe Yepaii &
DQ.CE.4022

axismia capindixenasn
O ST013018, Cegrudivar Gipnmaiisenti He 248 sin 18.07.20
CpuaBel) eXCROpTHI BT Nikicrepgtvg exosoim a0

21 p.

Ceprudivar ananiay Ne 1606

Flapemip<@ ReHrmniGen cepnudh.ary wee Iirepser bip:theae druglab fdow,uaisors

1d=22904609717

gin 25" nunia 2023 p.

Hasga 2pasiy: TPUMCHA 200, Tabnerxu,

y CTPUNG 110 2 STRUMK Y KapTOMHIN YNarosL
BupoGuui: Makneone dapmacsiotikans N
Homep cepiit ETY23004A

Massa ta apeca samoshua: Heprasna cnyxGa YKDATHY 3 NiKapchkux

HAPKOTHKEMN, M. KNI, npocnekr Mepemorn
Nucr-vanpasnenun: Ne 4504-002.0.1/002,

Micue BinGopy 3pasky: ToBapucTao 3 06me

GAPMACKIOTIKANS MITER"
Harta onepwatnn 3pasky: 22.06.2023 p. p
Hara sukonanus poBorTu: 22 06.2

i Yrpsie siaconinig ac oaor AGTY £018C
70252047 30T), Arecrar epo aspepwiowgio |

% Mepxasna HAYKOBO-ROCIIAHA NABOPATOPIA 3 KOHTPOIIO siKoaT] KAPCHLIMY 33000618
4 syn.Nonyapenxa, 50, m.Kuin, 02004 N
Ten: +380 (44) 513-71-32; +380 (44) 2921417, thaxc: +380 (44) 292-14-21: F-mail drugiab@ukr, net

UREPCHEC ROOE TH XY BOMO 30 Baparrang, Origouros A
YROHCHMIA 10 Ll ehe LOHTRQM CORYVEHRALIT MA S8008 R et

GO YRS 1 NEOGAREM A
COEARNY HLRECINAHO

BKPATI NNIBKOBOKY 0BONOHKOIO, 10 200 wr, na 15 raGnetox

imiTea, tHain

, 120
0/2-23 vl 16.06.2023 p.

~

eeCTPaLifHu nHoMep apas Ky: 1365

023 -25.07.2023 p.

Bug kourponto: aa POSNOPALKENHAM [lepsknikenyxom (Mocrarosa Ne 902)

HI sripHo sikor NPOBOAUTLEA aMartiz: M

CH no p.n. Ne UAJ8739/01/04

3acosin Ta KOHTROSIO 38

MEHOW BIANORIAANLHIGTIO "MAKMNEQRC

He Sinslue

5,0 % (m/m)

Bianosigac (2,4 %)

(8]
riqlntl [MokazHukn Bumoru H[J Peaynbrary
.. anasnisis
1 Omi¢ Kpyrni, asoonyini tabnerin, Binoro konkopy, Bianosinae S
BKOUTT nniskoBoio oBonoHKow, rraak 3 obox
‘ TODIM
2 neHridikalia AL Tonmedytuna manear Binnosigac
p«ac YTRUMYBaHHs 0CHOBHOrO niky Ka
KPomMaTorpaMax BunpoBoBysaHore | GTaHgapTHOro
DOZYAHIB, OTPUMaRKX B XOAi KinericHoro
: BUSHAUeRHs Mae crisnagaTy _
/ f B Turany giokcun Bianosinae
[ TBQ}’)IOGT!;C% xoerve 3868;)8!‘!(—))-“49 npw Aofananmi
, 50 % (MI0G) posuuny NEePOKCULY BOAHIO
L3 ;Cepe/:ms‘ft Maca F'I0,0 Mr x5 % (294,50 mr - 325 50 M) B310,1 mr
z‘[ 4 iO,qHOpiAHiOTb macu e Ginsle 2.x QRPEMHX MEC MOXYTL MaTK 2%
‘ [ BIAXUNEeHHS By CepenHboi Macy BinbLe Hik Ha
: l E 5 %, i monna 3 Hux He NOBUHHA MaTW BigMUNRHMHA
I Jﬂf/.l, CEPEAHLOT Macu BiroLu Hisk 1Ha +10 %
5 }%ao poanagy He Binbwe 30 xaunuy Bianosigae
6 f'rpa‘ra 8 macl npu

BUCYLLYBaHH]
KinbkicHe suspauess
90,0 - 105

7 E/naxosxa
8 __MapkysaHis

180,0 mr - 210,0 mrfraBs.

0 % sin sassnenor KinekocTi)

197.7 mriratn, (98,8 %)

Binnosigae

Ermﬁo MKS a0 p.n. Ne UA/8739/01/04
riaHe MKS no p.n. Ne UAIB739/01/01

Bucrook: 3pasok npenapary
15 rabnerok y crpunt; no:2’
DapMacsloTikanc Nimiren, Iunis, BiANosIg
NOKEsHUKaMm sIKoCT, ; 1

[PUNGRA 2

00, TabneTkn, srpuTi NNBKOBOI 06NN
'PANIA.Y. KEPTOHHI

ynakoaui, ¢. ETY23004A BUPOBHU
\BUMoram MKS ao p.n. Ne UA/B739/

2&%.&@%

Bignoginae

5%

e

g3

/% . 29
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CERTIFICATE OF ANALYSIS
CEPTHOUKAT AHAJN3A

I | Name of Product Trimspa 200 AR No. : DN 2 | Manufacturer Country | India
(Trimebutine FPS823000736
maleate 200 mg)
Haitmenysauus Tpumcrna 200 Dates 17/05/2023 Jepmana-nupobume Yo
npoy kit (Tpnatebyrany Harar 17052023
aadieaty 200 sir) ,
3 | Registration Certificate 4| Strength/potency of the | 200 mg
o UA/8739/01/01 medicinal product _ e
Hostep peeerpaniii- Crura Y / apcrusyicrs 200Mm1
HOFO THOCBIANEIL 5T aikapenkoroaacoby
S| Dosage Form Film coated tablets 200 mg 6 | Pack Size No 30 (15x2) in strips
in carton box
dirapenra gopata Tabnerkin BrpHTHIBKROBO0 Posatip i van N30 (18x2) ¥ erprtinax
,,,,,, 0001010010, 10 200 a1 YUAKOBKIL, ¥ Raprouniii ynaonud
7| Packing Batch No ETY23004A 8 {{)nle of i\'linlllt";xctllrixxg 0472023
| Homep yoawonanof cepii Jlara supofumrna
aeking Bateh Size 1350000 tablets (45000 packs) 9 | Date of Expiry
Posmip ynaxosanof cepit | 1350000 radaeror (45000 ynakonor) Havra sarctisenns 03/2025
Tepminy npsaacioe
10+ Name, address and license numbers of My unit Macleods Pharmaceuticals Limited
Unit-11, Plot 12, 15, 21, 23, 24, 2§, 26,27, 28 &
30, Survey No. 366, Premicr Industrial Estate,
IKachigam, Daman, 396210, India.
Mfg, Lie. No DI/378, Ne DD/ST6
Viiisteiynastist, MicHesaxonsmenist Ta wopep Jiensiii scix Mawaeone Gapamenioricane Jisiren
Jdastor 1o sNpoGHINITay | KOHTPOINO AKOCT Masa 11, Duor Ne 12, 18, 21, 23, 24, 25,26, 27, 28
i 30, Cropseilt No 366, Tpes’cp Tugacrping leveiin,
Kaugraas, Jasian, 396218, Inain.
o Bupobuuywa, ainewsin Ne DD/378, Nb DD/376
11§ GMP Certilicates No / Date 069/2021/GMP Valid (il 13.07.2023
Ceprupinary sipnoniginoceti GMP past Beix ainsnog 1o sppod- DOY/202H/ GNP Tepariiy it 13.07.2023
[ HnLrsy | kowcposo sicoerti ado (DPH HAIBIOCTI) HOMEPA NOCH-
aaup 8 oasi annux BEodra GRMP

12 | Result of Analysis/ Pesyanrary nposegennst anajisy,

Sr. | Tests/ Specifications/ Results/
No. | IMowasuury Crieuinnin Pesyastvrari
il
1/
1 Description White coloured, round, bicouvex fitm~ coated White coloured, round, biconvex film-
fablets plain on both sides. conted tablets plain on both sides,
Kpyrai, ppoouykai rabaerrn, Gisoro Roanopy, Kpyrai, asoonywkni vafaericy, 6iaoro

BRPITT nHBKROBOIO 0500110, thaani 3 000% KOALOPY, BIPHTI TLATBROBOIO
CTopin, 0608011010, TAALK 3 obox eropin,
Trimebutine maleate
e retention time of the principal peak in the Complies
dhromatogram of test solution should correspond to
hatin the chromatogram of the standard solutmn
obtained in a guantitative test,

B. Titanium dioxide

Emergence of yellow colouring after adding 30 %
(ow/v) hydrogen peroxide solution,

we S
e w / B}
"j/"’ S

MACLEODS Ukraine Viepaina B AN 4~~ 7
PHARMACEUTICALS Kiev i /If TR 8». ,‘"f‘n 4
LIMITED Zdolbunivska str,, 7-D Bya, /’v)’m }E’ancm\a 7 7’

02081 02081
Tel/fax: +38 044 574 42 94 ](}JI/(I)M\(: A38 044 574 42 94
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Laewrnd nanin

AL Tpusedy iy sasear.

Hae yrpHMYBAHUS OCHOBHOTO NIKY Ha XPOMATO-
rpasax BHIPOOYBRALOLD | CRAUIAPTROTO POInMuis,
OTPHMANNIX & XOJMi  KLABLRICHOrO  BH3HAUCHER
nosinuo adiraTHes.

B, Twrany piokenn,

osna swonroro sadapeacnus gpn gosanauni 30%
(naca / 06'(@)1}()3“”11‘\,1 JICPCKUCY BOAIO.

Bijgitoninae

Bigrnonixac

J | Average weight

310.0 mg 3 % (294.50 mg-325.50 mg)

309,85 myg

Cepeanst maca

310,0 me & 8 % (294,50 mi-325,50 mr)

309,55 mr

4| Uniformity in

Not more than two of the individual weights deviate

Mine =214 %

weight from the average weight by more than £ 5 % and | Max: +1.73 %
i none deviate by morve than £ 10 %,
Oanopiagicrn He Sibine 2-X 0IXPEMIX MAC MOKYTH MATI Min: 2,14 %
MACH BLAXHICHI B cepeanhol aacn Blani nin wa Maee: +1,73 %
& 5%, 1 RONHA 3 NUX Be TOBIHIA MTTI BIANIACHKHA
ni/cepestihbol Maest Glnbi nisk va sk 10%.,
§ | Disintegration Not more than 30 minutes 03 minutes 16 seconds
Posuap He Ginbuie 30 xsiuaun 03 xpian 16 cewynn

6 Loss in weight
on drying

Not move than 5.0 % (w/w)

2.4 %

Brpara stacn
NP cyin

He Sianuie 5,0 % (m/a)

. oA
2,4 %%

7 | Dissolution
(% of labeled
amount in 45 min )

Not tess than 75 % )

(1) 100 (2) 96 (3) 98
() 96 (8) 100 (6) 96

Poswunuicrs

Tte arenue 75 % (QQ) 3a 45 xn

(1Y 100 (2) 96 (3) 95
() 96 (3) 100 (6) 96

8 Related substances

Individual unknown impurity with RRT 2.5 -— Not
maore than 0.5 %%,

Any other unspecified impurity —Not more than
0.2 %

0. 11 %
Below Limit of Quantitation

pPOIMHIUHKIB

Total Impurities —Not more than 1,0 % 0,11 %

Cyiryrni gostiuen | hoganiayaaniol vesigomor gomim ki 3 RRT 2,5 -
ne Sinbuie 0,8 % MY %
Byas-ara iivasa neiternrndGirosaun AoMIIIN e desri )Kinbrictoro
ue Giaviue 0,2 % BHIHAUCH N
Cynta poatimore: se Giswie 1,0 % 0,11 %

9 | Residual quantity Isopropyl alcohol— Not more than 3000 ppm Gd ppm

of organic solyents | Dichloromethane ~- Not move than S00 ppm 0 ppm

Jnamroni  winw~ | Croupr isonponinosiii e Sianie 5000 ppm G4 ppm

wocti opraviunnx | Jluxaopserau —— ne Gidsute 500 ppm 0 ppm

L0 | Assay

For Release:

From 190.0 myg up to 210.0 mg of Trimebutiue
maleate in tablet (95.0 - 105.0 % of declared valae)
For Shelf Life:

From 180,0 mg to 210,0 mg of Trimebutine malente

200.08 my
100.0 %
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Hpi gniyexy:
Bin 120,0 mr po 210,0 str rpusedyruny mancary y | 200,08 mr
rabaerui (95,0 - 105,0 %% sig 2ansnensol Riankoeri) 100,0 %
Hanpurinuyi mepatiny npudamitocmi:

Big 180,0 mr o 210,0 s rpustedyrinny saneary y

Tadaeru (90,0 - 105,0 % six 3asupaemiol Kisroeri)

12 | Mierobiological
purity

The prepavation is allowed:

Total number of aerobic microorganisms (TAMC)

not nore than 10° CFU/ ¢ <10 CFU/p

Total number of yeast and mold fungi (TYMC) not

more than 10° CFU/ g <10 CFU/g

Eschericliy coli is not allowed in 1 gm of drug, Absent o

Mixpobiosoriusa

B nperapari gonycracrues:

YHCTOTA 3ATRNBLUE uca0 aepuluny Mikpoopranissin
(TAMC) - ne Bisnoe 10° KYO/r; <10 KYO /r
BAFANBHE NGO APIRAREBIS Ta nudcnenus rpudin
(TYMC) ~- e Sinnme 102 KYO/v, <O KYO /r
He ponycwacrvest Escherichio coli y1 v npeuapary, | Bipeyrni

131 Comments (if any)

Kosenrapi (upn
pannyocTi).

Application for
Certification

"1 hereby certity that the above information is frue and accurate. This series of products
have been produced (including packaping / labeling) and conducted quality control on the
aboye mentioned stations in full compliance with the requivements of GIVIP, set by the loeal
regulatory authority, and in accordance with the specifications contained in the registration
dossier or trade license of the country of the manufacturer or porting conntry if the pro-
ducts imported or file specifications in preparation for the investigational product. Minutes
of production, packaging and testing were reviewed aud the correspondence GMPy,

3assa npoe
cepridinanin.

«LLiea st riese paoky10, o naseaena Bute imopaanis ¢ gocrosipuow i Tounmo. Hw cepio
npoaydy Gyno nupofiscao (BIRAINAI0N YIHAROBKRY / MAPKRYBAHNS) | HPOBEALRO ROWTPOSIL T
SR0CTE HA BHIe 3asuadenil gisnd B nosuiit piguosinnocri 1 vustoramyu GMP, reranon-
SR MICUEBIM NErYJISITOPIIM OPranod, A TAKOR ¥ Binovianocri si cnenudivauinsnn, o
micrsirhest o peeerpauifiuomy joene ado pecerpauniiinomy nocninveuni wepafum-gupodunia
ado  wpati-iMnopreps, NKUL0 NPOAYRNRES iMpopTosasa, Y B gocke cneuandixauiii wa
NPEHAPAT LIS AOCHIAAY BANOIO NKAPCLROrY acolby. [Tpororosit pupobimerea, yrakoscn Ta
AAI3B Bys0 aeperisnyTo i seranosacuo sinosinicr, GMP »,

15 | Nameand position / title of the person issuing the permit issue series /

Hpizssaue ta mocana /3pannsy ocolu, SIRA BIUINGH J03BIA 1A BUNYCK cepil

Prepared by/ Hlinroronaceuno Checked by/ Tlepeipeno ) Approved hy/ 3arsepuaciio
Reviewer /1025319 Mﬂnng}}&QC/ 04788 Manager QA /H026391
Rimkesh Gijubhai Rathod Jayesh Barai Kandarp Ramanial Mistry
. 17.05.2023 10:58 17.05,2023 11:01 17.05.2023 151
Printed by /Pozapyrosano s Ganesh Ramakant Raut | Printed on/ Jlara apywy ¢ 17,05,2023 12:13

This is electronically generated report, hence signature is not requiy
Le cacwerpoianii spiT, TOAMY Miamie yie vorpitei,

o NHA *\
}f@ow T

MACLEODS
PHARMACEUTICALS
LIMITED

7

Ukraine Vupdmn

Kiev I\nm/

Zdolbunivska sor,, 7-D m‘ I Jm yadyniscnia,7- I
02081 ( }081

Tel/tax: +38 0dd 574 42 94 IU'I/Q’A e 38 044 ST4 42 94




JAEPIRABHA CIOYIKEA 3 IHKAPCHKUX 3ACOLIE
TA KOHTPOMIO 3A HAPKOTHR \\?!ﬁ ¥ o, KHMCBI

Ak bhepesusrineniea, 29, Kudi, 02008, rea, (0440 295.26-85 ren. (04 295-26-82

Foemail dbsdois ddbspovun, Woa € ,«l)’HU) AFOTINRE

BHCHOBOK
PO SHECTL ARENOT0 B YRPATHY AiRapesRoro sacody

5072023

TPHMCHIA 200

PHAEINCHS GG SERBPCLIE O oty seLie e patiiiung ol acting )
radaeren, srputl naisroso obogoikoi, so 200 s o IS ratoeror ¥ orpunis o 2 epiioig
WUP O Vs o Bt

i{i)!‘]’\\lié PRI URY OBy BOHIA, B DREVIKEEY _'li‘;(hg‘;\’ipl\'(!l i3] 4}:’\.(.:"\:.)

Hosep pererpaniibioro aoesizewenos UAZST7 3070 10T erpor @i pecerpaidiinoro nocsinaeiss HEQUNRCH T
Cepis gikapensoty mcody S Y 2300400 Niznide rn e aenono sigaposnos o ey 37206
Bupodiey ANl cosie hapstacnionikaae Slisie i

HEOPUBRODG adaay,

CHY Ml R NG G GRS

Breseno s Vepatin Toapuceino s odvmerenuo siatosi:taniicrio " MAKEO N
PMACLIOTIRAS . ATMTTE LY e, voa 375408

ar it oo ar CJPHIONY 0

st ovoding sto opiiunne, D to

S PRI BN ot
i }

GO = T e, T S

e P o DB O M RO

Hporores sizyadnioco worerpoao sia 17072023 N 202672,

Fa PR GCPRIRNIGID ROITPRGIO BCTIHOBICHO, B0 ADGaponktdl Sacit seesenc n o Yt

AOTPDUNMATIIIN BHAOU SURONOTHCTRY 1600 380 ue il $K0CT SHERPCLEHY a0 00in,

Miutkoga NOHOA TG

Pvtaaniing

ERRTS W U R T TERUINCR T 8 N A GHL O AIDEIE I Y WO Posined ‘if(;:ﬂl'# TR VI PE- A TE S



http://www.tcpdf.org

