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HEPIKABHA CIYXBA 3 JTIKAPCBKHUX 3ACOEIR
'D&KOHTPOHK)&&HAPKOTHKAbﬂ{yM.KK€BI

By Bepesnskisenxa, 29, Kuis, 02098, ven./dake: (044) 550-23-53, Ten. (044) 550-20-55
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BHCHOBOK
npo SIKICTH BBe3enoro B Yxpainy Jikapcskoro 3acody
09.04.2020 Mo 20360/20/26
TPHUMCIIA 200

(rafvelrypanng JikapeLkoro sacoly svidno 3 peecrpadidinam nocsiavemnmy)
Tabnersn, BRpUTi NUIIBKOBOIO obosonxoeio, 110 200 mr, no 6 rafnerox ¥ CTpHid, oo 3
CTPHNIB y Kapronuiil ynaxosui
{thopma BUNIYCKY, HOSYBANNK, BRA TTAKYBaHIA JiKAPCEKOTO 36000Y)

Homep peecrpauiiinoro nocsizvenns UA/8739/01/01 erpok aif peecrpauiitioro noceijienss HeoBMeKen it

Cepis nixapessore zacofy Ne ETY2004A Kinexicts Baesenoro nikapesxaro 3acoby 240
BupoBiiux Maxkneouc Papmacsroruranc Jlimiren, lHaia

(nadisienysanng BupoGusKa nixapesxoro 3ac0By, Rpallia noXomHeH)

Breseso 8 Yipainy Tosapucrso 3 o0mexenos signosizansuicro "MAKJIEOJAC
DPAPMACBIOTIKAJI3 JMIMITEXR", incar. xon: 37554108
(naiistenyparns 1a ko 3a CPIIOY 1opr x40t ocodu ado npianuie, iM's, o GaTnkosi
dpisserol ovodH - minnpern, T MiCUE UpOKHBANNY T4 peecrpauifngi noMep oBxikonol
KAPTKH TAGTHIKE ONBTKIL 860 cepid Ta HoMep nacnopra)

UpoTokon eisyantiore xeurpome sin 12.03.2020 x 730/9.
JlaGopatopuuh ananis sxocT iikapesxore sacoBy suificaen nit:

TOB "Texnona6" (m.JIbsis, Byst. Hamuna Arocrona, 2)
{HaiivtHysaHES Ta MicnessaxoaKemiz nadoparopil, mo tposena AaSoparopasit anwts akouri)

Brcrosok weo sxocti nikapeskoro sacoby, sufanuii naboparopiero sin 08.04.2020 No 0399

PesyibraTh nabopaTopHoro ananisy 2xoeti mxapebkore 3ac00y sa nepesipeHuMm noxasnKkany BINIIOBIZAIOTS
BUMOTaM METORIB KOHTPOMQ aKkocT] (AHANITHYHO-KOpMATHBHOT JAOKyMeHTauY).

3a pesyAbTATAMH ICPIKABHOLO  KOHTPOMO DCTAHOBAEHO, WO Jikapeekuil 3acif sseseo B Vipainy 3
BOTPDHMAMHAM puMor 3aK0HOABCTAA WOAO 3a0e3NeUe s xxo/c)'; nixapeskny 3acobia,
e

£ i e

Muxona XOJIOAEHKO

{minnuc) (iniuiann ra upissuge)
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CERTIFICATE OF ANALYSIS

Haumeropanue, MecTeiaxoicaeHHe 1 HOMEpa KLUEeH3Ki BceX yuacTion no
NPCHIBOACTBY W KOHTPOMIO KAUECTBA

CEPTUDOHUKAT AHAJIN3A ——
1 | Name of Product Trimspa 200 ARNO. : FT-0081/20 2 | Manufacturgr Country - ‘India
- Trimgbutine maleate film 3
coated tablets 200 mg
HanumenosaHue Tpumcna 200 Date : 06/02/2020 Tocypapctso- WHgma
NPOAYRUMK, TpumebyTisHa manear, Aara ; 06/02/2020 npoussoauTesb
TabneTku, nokpsiTeie
NABHOYHOH 0BonouKol No
200 rar
3 | Registration Certificate 4 | strength/potency of the 200 mg
No medicinal product,
Homep UA/8739/01/01 Cwuna gedcTtoma / 200 mr
PECKCTPALMORHOr AKTUBHOCT,
YAOCTOBRpeHUIL. ] )
5 | Dosage Form Film coated tablets, 200 mg 6 | PackSize N¢ 30 (6x5) in
stripss in cdrtori
. box
NeKkapcreeHHan TABNETKH, NOKPLITLE TNeHouHOH oBooukoit, 200 MK Pasmep 4 TMN yrakoBku, No 30 (6x5) &
dopma. CTpMNax 8
KApTOHHON!
: ynakosxe
7 | _Packing Batch No 8 | Date of Manufacturing
Homep ynakosanHaa ETY2004A Hata npomasogcraa. 0172020
tepua
Packed Batch Size 1288800 tablets (42960 packs) 9 | Date of Expiry
Paamep ynaxkosanHan 1288800 rabnerok (42960 ynakoaok) Aata okoHYaHuA cpoxa 12/2021
cepuUH, rogHocTy
10 | Name, address and license numbers of Mfg unit

Macleods Pharmaceuticals Limited,

Unit IL, Plot 12,15,21,23,24,25,26,27.28 & 30, Survey
No. 366, Premier Industrial Estate, Kachigam,
Daman, 396210, India.

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

Marneoac Dapmacstorukanc Niviten,

®aza 11, Tnor Me 12,15,21,23,24,25,26,27,28 i 30
Ciopselt  Ne366, Tlpemsep Hugmacrpias
Kaumram, Jamaun — 396210, lnain,

Mpouse, Jluu, Ne DD/375, Me DD/376.

1

Hereiir,

GMP Certificates No / Date

11 178/2018/C-396 Valid till 15,06.2620 .
Ceprudukarel coovseTcTena GMP ANR BCEX YHACTKOB NO NPONIBOACTBY U 178/2018/C-396 Cpok aelicteua 15.06.2020
KOHTPO/IKO KauecTaa uam (APK HAaAMYHKM) Homepa ceolnok 8 6aze ganHbix Eudra
GMP

12 | Result of Analysis/ PeaynsTatst nposeaeHus ananuaa, -

Sr.No. Tests Specifications Results
Ne nfn Mokazarenu Cneynburayua .- Pesynbrarsl
1 Desceription White coloured, round, biconvex film- coated White coloured, round, biconvex film-coated
tablets plain on both sides, tablets plair on bath sides,

Ouycanue Kpyrasie, ABONKOBLUIYKNWE TABNETKH, Geroro Kpyrnvie, nBoskosuinykisie Tabnevky, Genoro
upeTa,  mokpwiTele,  ruicHouwnoli  obonoukol, | users, noxphiThie, naenousol oGonoukol, rramiiie
raajuHe ¢ ofiens cropon, ¢ ofeHx cTepoh.

"MACLEQDS Regd. Office | Fhone : 91-%2- 6676 2800 " Works : P.No 93-98, 30, 12, 91
PH ARMAC EUTI C ALS Atlanta Arcede, Church Road, Fax : 91-99.-92005 6599 ; - Premier Industrial Estate,
Near Leela Hotel, Ancher-Kurla Road,  Emall  : custemercare@macieodspherma.com, : © Kachigam, Daman-396210, (U.T)
LIMITED Andheri (East), Mumbal-400 059, India.  Website: wwwmackeodspharma.com T
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2) A. Trimebutine maleate
. The retention time of the principal peak in the Complies
chromatogram of test solution should correspond
to that in the chromatogram of the standard
preparation obtained in a quantitative test.
B, Titanium dioxide
Emergence of yellow coloration after adding 30 % | Complies
. {wiv) hydrogen peroxide solution,
Haenvudnicunun A. TpumeGyrina mancar
Bpemn  ynepwunanma  ocmosrnoro  rmiia na | Coorperctaver
XPOMOTOrPAMMAX HCNBITYEMOTO W CTAHAAPTHORO
PACTBOPOD, NONYHEHHLIX B X0N€ KONHIECTREHIOrO
ONPEACNICHHA, JOMKHO COBIIAAATE, -
B, Tutana aunokeng
IMonsnenne xeuroro okpairusanmn npH Coorsercrayer
AoGannennn 30 % (Macca/oGuen) pacTeopa
NEPEKHCH BOAOpOna. ’ S
3) Average welght 310,0 mg+ 5 % (294.50 - 325.50 mg) | 310,74 mg
Cpepnsist macea 310,0 mr 5 % (294,50 mr — 325,50 Mr) 310,74 mr
4) Uniformity in Not more than 2 individual weights can have | Camplics
weight deviation from the average weight more than = 5 | -
% and no individual weight can have deviation
) ; from the averape weight more than + 10 % —_omrTTT
Opuepoanoers He Gonee 2-x nhauBHAYanbHBIX Mace MOryT umets | CooTsetcrayer
Macesl OTRAOHENHE 0T cpeanel Macent Gonee, veM nn + 5
%, W HH O/HI HE LOMIHA HMETH OTKAQHEIHHE OT
i cpeaneli maccel, Gonee Hem Ha +10 %, .
5) Disintegration Not more than 30 minutes ) 02 minutes 26 seconds
Pacnapacmoers He Gonee 30 mun, 02 MHHYTHI 26 cexyun
6) Loss in mass on Not more than 5.0 % w/w 1,79 %
drylng
IMorepn B macee le Gonee 5,0 % (m/m1) 1,79 %
npi
umcym:mnmm
7 Dissolution Not less than 75 % (Q) in 45 min, (1) 100 (2) 101 (3) 100
b (4) 101 (5) 101 (6) 99
Pacreopenne He menee 75 % (Q) 32 45 mun, (1) 100 (2) 101 (3) 10D
(4) 101 (5) 101_(6) 99
B) Related Individual unknown impurity with RRT 2.5 - Not Below Limit of Quantitation
compoungs more than 0.5 %;
Any other unspecified impurity - Not inore than 0,11 %
0.2%
.t Total Impurities - Not more than 1,0% 1 0,14% —
Conyrersyisiuse Haavsuayanunan senasecthas fipusMecy'c RRT Huwe konmuectachuoro npehens
npumecn 2,5 - ne Gonee 0,5%: 3
JhoGan apyran Hcﬁ.zieu'r_u(]muupcfaauuax-.npﬂmew 0,11 %
- te Gonee 0,2%;
Cymma npuneceil — ne Gonee 1,0 % 0,14 %
)] Residual Isapropyl alcohol - not more than 5000 ppm 54
quantities of Dichlgroiethane - notnore than $00 ppm Not Detected
| organic solvents -
Oerarounnie Ciupr wionponunonsii — ne Gonee 5000 ppm; 54
KoanueeTea Hiwunopmeran - ne Gonee S00 ppm. He oBrapysceno
opranYyecKuy
pacTsopireneii .
A
?A{%}}},;zigggg 2of3
4 i, '-.'u“?;;-,\.
MACLEODS Regd. Office : Phone : 91-92-6676 2800 Works : P No 23-28, 30, 19, 21
Allanta Arcade, Church Road, Fat  : 91-99-9995 6599 ¥ -~ Premier Inclustiial Estate,
FHARMACEUT!CALS Near Leela Hotel, Andheri-Kurla Road, Emal  : customercare@macieodspharma.com Kachigam, Daman-396210. (UT)
LIMITED Andheri (East), Mumbal-400 059, Indlia.  Website : ywwmacleodsphamma.com

OGN : U24239MH1989PLCO59049 - 77 .

Phone : 0260 -2240195, 9944337
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Quantitative tcft

At relense: i
From 190.0 mg up to 210.0 mg of Trimebutine’

" mateate in tablet (95.0-105.0 % of declared valug),

At storage: ) :
From 180,0 mg te 21,0 g of Trimebutine
maleate in tablet (90,0-105,0 % of declared value)

197,03 mig
98,5 % :

Komwucernensoe
onpeusenacHie

Han nuycka:

O7 190,0 &r 110 210,0 Mr TpuMeByTHHA ManeaTa &
Talnerke  (95,0-1050 % or sassneHuolo
KoausECTA)

JLsin cpoka rofHocTH:

Ot 180,0 mr no 210,0 mr 1prmeByTHIn MasieaTa b
Tabnetke  (90,0-1050 % or sasenenHOro
KO/THHECTBA)

197,03 mr
98,5 %

11}

Microbiological
purlty

In preparation allowed:

Total number of aerobic microorganisms (TAMC)
- not greater than 10° efu / g

The total number of yeasts and molds (TYMC) -
no more than 10° CFU/ g

Escherichia coli is not allowed in | g of the drug.

<10 ofivg
<10 efulg

Absent -

MuxpoGuonornue
CICAST HHCTOTH

B npenapare gonycacren:

Ofwee  wHono  aspobHbIX MUKPOOPraHU3MON
{TAMC) - ue Gonee 10 KOE /1

OBuiee MHCNO APOHOKEBLIX W NAECHEBbX rpubon
(TYMC) - ne Gonee 10° KOE /.

< 10 roe/r
< 10 koe/r

He o6uapymsero,

13

Comments (If any) -

He pbnyexaerca Escherichia coli 8 | npenapara,

KommenTapuu (npu

HENKHYMK),

14

Application for
Certification

"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 fulf
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 ficense 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»,

3ansnetne o
cepTuduKaymm,

«3TUM R NOATBEPHARIC, YTO NPUIEAEHHAA BbIWE HHPOPMAUMR ABAARTCR AOCTOBEPHON M TOMHON, 3Ty cepuio
NpoAYKUMA Gbino npousseaeHo (Braloyas ynakoBky / MapKMpOBRa) M NPOBEASH KOHTPOAL ee KayecTea Ha
BbIUE YKA3AHHOW yyacTHe B MOAHOM COOTBETCIBMM c TpebasaHMamu GMP, yCTaHOBABHHBIM MECTHBIM
RerYAATONHuIM OPraHom, a TaKME B COOTBETCTBHM €O CNEeUMMUKALIAMM, COABPHAWMECR B PETUCTPALMOHHOM
AOCbE WA TOProBOW  AWUEHIUM  CTPAHLI-NPOUIBCAWTENR  MAU CTPaHbI-MMNOPTEPa, ECAM  NPOAYKUMA
HMNOPTUPOAaHa, WKW 8 AOCbE CREUMdUKAUKA Ha Npenapat gan MCCAGAYEMOfD NEKAPCTBEHHOrG CPeATTBA.
TpoTOKONLI NPOUIBOACTEA, YNAKOBKM # AHAAM3GS Bbin0 NepecmMoTPEHG 1 YCTAHOB/ICHO COOTBETCTR e GIMP ».

15

Name and position / title of the person Issuing the parmit issue series / Pamunun 1 foamHoCTD

BBINYCK Cepry.

/ 38akve BbIAaBIIEro pazpeletiie Ha

Prepared by

Checked by ; Appl;oved by

Kamal Fatel

Executive = CC

| Vimal patel Jlgnesh Patel
Dy. Manager » QC W Sr. Manager - QC

16

Signature of the person issuing the permit issue serles./ Moanuck AMUa, Bulgaswero

paspeluenue Ha Buinyck pEPMK,

UL

17

Date of Signing/ flata
NOARKHCaHHA.

Zf(:&/&o
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LIMITED

Regd. Office :

Prone : 91-922-6676 9800
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Tosapucrso 3 odmenenon
E_/fc?f? Binosiaasmicrn "TEXHOJIAB"
fﬁj‘[‘o JlaBoparopist Binpodysansna
. Jlbsis, syn. Jaunna Anocrona, 2, ren/dare:
(032) 292-25-79, email: texnolab@@gmail.com

Bucrimmxc oo skoeri Ne 0399 i 08.04;."’02(’)

Haisa npenapary: TPHUMCITA 200, tabnerion, Brpnri naiskosoio 06o01KoIc. no 200 MIS 110 6
i tadnerok y evpuni; o § crpunis v kaprouniil yiakosui -
Pecerpawdiinuii nomep: 0396
Bupobuuurso: Maicncone Gapmacsiorhkane Misiten. [hais
Homep cepiis CETY2004A :
Buayueno: T30B "MAKNEOUC PAPMACBIOTICAJIS JUMUETE, m. Kuin, By, Quekcy
Houbyur, 37, Anreunnii cxnan Nel, s, Kuin, sy OJau\cn Jlonbywa,37
Onepumano sin: Heporcantia cnyaGa Yxpainin 3 nikapeniny 3ucobin Ta koNTPEIRO 3 HAPKOTHEANM

Cyuponimuii gorymenrr: Jlner Ne 1972-002.0.1/002.0/2-20 pia 17.03.2020 p.; A 3iAB0PY 3pazkis Bia
31.03.2020p. i ‘

Javea opepaanns: 03,04.2020 :

Bua wourposue: 3a posnopsjokenusm Jleprikenyxbu (3rimio Hakasy MO3 Ypaiuu siz 29.09. 14 Ne

677 3 000R’I3KORIM NPOBCACINAN AHANIZY 32 nmmmm\m\m "Lrenrudiivanin®,
"Kianxicne orstauenns') :

MICS fo PT1 Ne UA/8739/01/01

HA, sinnoniano no kol
[POBOANBEH AT

l MokasHnkw i Bumoru H : | Pesyneratu

Onwe | Kpyrni , nBoskoeunykni Tabnersy, Ginoro KONLOPY, BKPWTI NIIEKOBOKO Bianosinae
oﬁonon—n(oso rnaaki 3 o6ox cropix. ;

lnexTudikayin | 1. TpumeByTury ManeaT: Yac yTPUMYBaHHA OCHOBHOIO niky Ha Bignosigae

xpomaTorpamax BW‘IPOﬁOBdeHOFO Ta CTaHAapTHOro poaqmms

OTPUMAHWX B XOA KiNbICHOrO BU3HAUEHHA, Mae chiBnagaTw. |

2. Turany piokeua: Nosea wonToro sabapsneHnsn nNpu ,qogxaaamn 30  Bignoeigae
: % (Maca/od'em) posuuHY NepoKcUay BOSHIO

Cepeps maca | 310,0 mr +5 %: 294,50 - 325,50 mr : 311,17 wr

OarHopiaHicTe mMacw He Ginstwe 2-x iManBiayansHux Mac MoMyTs MaTy BlAXUNEHHs Big Biganogigae
cepefHbol Macy Binblue, HiK Ha £ 5 Y%, | MOLHA 3 HUX He NOBUHHA +3,6%/-2,7%
BIAXANATUCE BIA CepeHbLOi macwk Ginblue Hix Ha x 10 %

Posnapgaris He Binkwe 30 x8 3 x8
KinbkicHe BU3HauUeHHA TpumeByTury maneat s Tabnetui: (90,0 - 105,0 % sig 3ansneHoi 201,7 mr
kinbkocTi): 180,0 - 210,0 mr 100,8 %
Ynakoska ! Brigvo sumor MK Binnesipas
MapkysanHs SriAHo BuMor MKS1 Bianosinae i

BHCHOBKM: I[cpampwma spasoi upenapary TPUMCITA 200, raGnerkn, srpr tmml\enmo obononkowo, no 200
8115 110 6 radneToK v CTPUIT, 1o 5 crpunis ¥ KapTouniil ynakosiui. Na cepii ETY2004A, supoGuuinso
Makaeoag hapmacsiornkane Jlimiren, lnnis siznosizac numoras M[{}l A0 P Ne UASTIN01/01 5a.
x-mnc,ael—mf.w H BHINE DOKAIHMKAMII,

HEYATKH He mncm:n

Hawasnine sadoparopil sunpobdysansuol
i
|

02 - 03/01 Gropitka 1 CropiHok 1
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12 | Result of Analysis/ PeaynsTatst nposeaeHus ananuaa, -

Sr.No. Tests Specifications Results
Ne nfn Mokazarenu Cneynburayua .- Pesynbrarsl
1 Desceription White coloured, round, biconvex film- coated White coloured, round, biconvex film-coated
tablets plain on both sides, tablets plair on bath sides,

Ouycanue Kpyrasie, ABONKOBLUIYKNWE TABNETKH, Geroro Kpyrnvie, nBoskosuinykisie Tabnevky, Genoro
upeTa,  mokpwiTele,  ruicHouwnoli  obonoukol, | users, noxphiThie, naenousol oGonoukol, rramiiie
raajuHe ¢ ofiens cropon, ¢ ofeHx cTepoh.

"MACLEQDS Regd. Office | Fhone : 91-%2- 6676 2800 " Works : P.No 93-98, 30, 12, 91
PH ARMAC EUTI C ALS Atlanta Arcede, Church Road, Fax : 91-99.-92005 6599 ; - Premier Industrial Estate,
Near Leela Hotel, Ancher-Kurla Road,  Emall  : custemercare@macieodspherma.com, : © Kachigam, Daman-396210, (U.T)
LIMITED Andheri (East), Mumbal-400 059, India.  Website: wwwmackeodspharma.com T

CN
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7T PRone 1 0260 -2240195, 2244337
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2) A. Trimebutine maleate
. The retention time of the principal peak in the Complies
chromatogram of test solution should correspond
to that in the chromatogram of the standard
preparation obtained in a quantitative test.
B, Titanium dioxide
Emergence of yellow coloration after adding 30 % | Complies
. {wiv) hydrogen peroxide solution,
Haenvudnicunun A. TpumeGyrina mancar
Bpemn  ynepwunanma  ocmosrnoro  rmiia na | Coorperctaver
XPOMOTOrPAMMAX HCNBITYEMOTO W CTAHAAPTHORO
PACTBOPOD, NONYHEHHLIX B X0N€ KONHIECTREHIOrO
ONPEACNICHHA, JOMKHO COBIIAAATE, -
B, Tutana aunokeng
IMonsnenne xeuroro okpairusanmn npH Coorsercrayer
AoGannennn 30 % (Macca/oGuen) pacTeopa
NEPEKHCH BOAOpOna. ’ S
3) Average welght 310,0 mg+ 5 % (294.50 - 325.50 mg) | 310,74 mg
Cpepnsist macea 310,0 mr 5 % (294,50 mr — 325,50 Mr) 310,74 mr
4) Uniformity in Not more than 2 individual weights can have | Camplics
weight deviation from the average weight more than = 5 | -
% and no individual weight can have deviation
) ; from the averape weight more than + 10 % —_omrTTT
Opuepoanoers He Gonee 2-x nhauBHAYanbHBIX Mace MOryT umets | CooTsetcrayer
Macesl OTRAOHENHE 0T cpeanel Macent Gonee, veM nn + 5
%, W HH O/HI HE LOMIHA HMETH OTKAQHEIHHE OT
i cpeaneli maccel, Gonee Hem Ha +10 %, .
5) Disintegration Not more than 30 minutes ) 02 minutes 26 seconds
Pacnapacmoers He Gonee 30 mun, 02 MHHYTHI 26 cexyun
6) Loss in mass on Not more than 5.0 % w/w 1,79 %
drylng
IMorepn B macee le Gonee 5,0 % (m/m1) 1,79 %
npi
umcym:mnmm
7 Dissolution Not less than 75 % (Q) in 45 min, (1) 100 (2) 101 (3) 100
b (4) 101 (5) 101 (6) 99
Pacreopenne He menee 75 % (Q) 32 45 mun, (1) 100 (2) 101 (3) 10D
(4) 101 (5) 101_(6) 99
B) Related Individual unknown impurity with RRT 2.5 - Not Below Limit of Quantitation
compoungs more than 0.5 %;
Any other unspecified impurity - Not inore than 0,11 %
0.2%
.t Total Impurities - Not more than 1,0% 1 0,14% —
Conyrersyisiuse Haavsuayanunan senasecthas fipusMecy'c RRT Huwe konmuectachuoro npehens
npumecn 2,5 - ne Gonee 0,5%: 3
JhoGan apyran Hcﬁ.zieu'r_u(]muupcfaauuax-.npﬂmew 0,11 %
- te Gonee 0,2%;
Cymma npuneceil — ne Gonee 1,0 % 0,14 %
)] Residual Isapropyl alcohol - not more than 5000 ppm 54
quantities of Dichlgroiethane - notnore than $00 ppm Not Detected
| organic solvents -
Oerarounnie Ciupr wionponunonsii — ne Gonee 5000 ppm; 54
KoanueeTea Hiwunopmeran - ne Gonee S00 ppm. He oBrapysceno
opranYyecKuy
pacTsopireneii .
A
?A{%}}},;zigggg 2of3
4 i, '-.'u“?;;-,\.
MACLEODS Regd. Office : Phone : 91-92-6676 2800 Works : P No 23-28, 30, 19, 21
Allanta Arcade, Church Road, Fat  : 91-99-9995 6599 ¥ -~ Premier Inclustiial Estate,
FHARMACEUT!CALS Near Leela Hotel, Andheri-Kurla Road, Emal  : customercare@macieodspharma.com Kachigam, Daman-396210. (UT)
LIMITED Andheri (East), Mumbal-400 059, Indlia.  Website : ywwmacleodsphamma.com

OGN : U24239MH1989PLCO59049 - 77 .

Phone : 0260 -2240195, 9944337
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Quantitative tcft

At relense: i
From 190.0 mg up to 210.0 mg of Trimebutine’

" mateate in tablet (95.0-105.0 % of declared valug),

At storage: ) :
From 180,0 mg te 21,0 g of Trimebutine
maleate in tablet (90,0-105,0 % of declared value)

197,03 mig
98,5 % :

Komwucernensoe
onpeusenacHie

Han nuycka:

O7 190,0 &r 110 210,0 Mr TpuMeByTHHA ManeaTa &
Talnerke  (95,0-1050 % or sassneHuolo
KoausECTA)

JLsin cpoka rofHocTH:

Ot 180,0 mr no 210,0 mr 1prmeByTHIn MasieaTa b
Tabnetke  (90,0-1050 % or sasenenHOro
KO/THHECTBA)

197,03 mr
98,5 %

11}

Microbiological
purlty

In preparation allowed:

Total number of aerobic microorganisms (TAMC)
- not greater than 10° efu / g

The total number of yeasts and molds (TYMC) -
no more than 10° CFU/ g

Escherichia coli is not allowed in | g of the drug.

<10 ofivg
<10 efulg

Absent -

MuxpoGuonornue
CICAST HHCTOTH

B npenapare gonycacren:

Ofwee  wHono  aspobHbIX MUKPOOPraHU3MON
{TAMC) - ue Gonee 10 KOE /1

OBuiee MHCNO APOHOKEBLIX W NAECHEBbX rpubon
(TYMC) - ne Gonee 10° KOE /.

< 10 roe/r
< 10 koe/r

He o6uapymsero,

13

Comments (If any) -

He pbnyexaerca Escherichia coli 8 | npenapara,

KommenTapuu (npu

HENKHYMK),

14

Application for
Certification

"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 fulf
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 ficense 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»,

3ansnetne o
cepTuduKaymm,

«3TUM R NOATBEPHARIC, YTO NPUIEAEHHAA BbIWE HHPOPMAUMR ABAARTCR AOCTOBEPHON M TOMHON, 3Ty cepuio
NpoAYKUMA Gbino npousseaeHo (Braloyas ynakoBky / MapKMpOBRa) M NPOBEASH KOHTPOAL ee KayecTea Ha
BbIUE YKA3AHHOW yyacTHe B MOAHOM COOTBETCIBMM c TpebasaHMamu GMP, yCTaHOBABHHBIM MECTHBIM
RerYAATONHuIM OPraHom, a TaKME B COOTBETCTBHM €O CNEeUMMUKALIAMM, COABPHAWMECR B PETUCTPALMOHHOM
AOCbE WA TOProBOW  AWUEHIUM  CTPAHLI-NPOUIBCAWTENR  MAU CTPaHbI-MMNOPTEPa, ECAM  NPOAYKUMA
HMNOPTUPOAaHa, WKW 8 AOCbE CREUMdUKAUKA Ha Npenapat gan MCCAGAYEMOfD NEKAPCTBEHHOrG CPeATTBA.
TpoTOKONLI NPOUIBOACTEA, YNAKOBKM # AHAAM3GS Bbin0 NepecmMoTPEHG 1 YCTAHOB/ICHO COOTBETCTR e GIMP ».

15

Name and position / title of the person Issuing the parmit issue series / Pamunun 1 foamHoCTD

BBINYCK Cepry.

/ 38akve BbIAaBIIEro pazpeletiie Ha

Prepared by

Checked by ; Appl;oved by

Kamal Fatel

Executive = CC

| Vimal patel Jlgnesh Patel
Dy. Manager » QC W Sr. Manager - QC

16

Signature of the person issuing the permit issue serles./ Moanuck AMUa, Bulgaswero

paspeluenue Ha Buinyck pEPMK,

UL

17

Date of Signing/ flata
NOARKHCaHHA.

Zf(:&/&o

MACLEODS

PHARMACEUTICALS

LIMITED

Regd. Office :

Prone : 91-922-6676 9800

Allanta Arcade, Church Road, Fax ¢ 91-99-9995 6509 \

Near Leela Hotel, Andherl-Kurla Road, Emall : customercare@macleodspharma,com
Andheri (East), Mumbal-400 059, Indlia.  Webslte: wwwmacleodspharma.com

CN @ U24239MH1989PLC059049

Works : P No 23-28, 30, 19, 21
Premler Indlustrial Estate,
Kachigam, Daman-396210. (U.T)

: 'Phq_x_g,: 0260 2240195, 9944337




Tosapucrso 3 odmenenon
E_/fc?f? Binosiaasmicrn "TEXHOJIAB"
fﬁj‘[‘o JlaBoparopist Binpodysansna
. Jlbsis, syn. Jaunna Anocrona, 2, ren/dare:
(032) 292-25-79, email: texnolab@@gmail.com

Bucrimmxc oo skoeri Ne 0399 i 08.04;."’02(’)

Haisa npenapary: TPHUMCITA 200, tabnerion, Brpnri naiskosoio 06o01KoIc. no 200 MIS 110 6
i tadnerok y evpuni; o § crpunis v kaprouniil yiakosui -
Pecerpawdiinuii nomep: 0396
Bupobuuurso: Maicncone Gapmacsiorhkane Misiten. [hais
Homep cepiis CETY2004A :
Buayueno: T30B "MAKNEOUC PAPMACBIOTICAJIS JUMUETE, m. Kuin, By, Quekcy
Houbyur, 37, Anreunnii cxnan Nel, s, Kuin, sy OJau\cn Jlonbywa,37
Onepumano sin: Heporcantia cnyaGa Yxpainin 3 nikapeniny 3ucobin Ta koNTPEIRO 3 HAPKOTHEANM

Cyuponimuii gorymenrr: Jlner Ne 1972-002.0.1/002.0/2-20 pia 17.03.2020 p.; A 3iAB0PY 3pazkis Bia
31.03.2020p. i ‘

Javea opepaanns: 03,04.2020 :

Bua wourposue: 3a posnopsjokenusm Jleprikenyxbu (3rimio Hakasy MO3 Ypaiuu siz 29.09. 14 Ne

677 3 000R’I3KORIM NPOBCACINAN AHANIZY 32 nmmmm\m\m "Lrenrudiivanin®,
"Kianxicne orstauenns') :

MICS fo PT1 Ne UA/8739/01/01

HA, sinnoniano no kol
[POBOANBEH AT

l MokasHnkw i Bumoru H : | Pesyneratu

Onwe | Kpyrni , nBoskoeunykni Tabnersy, Ginoro KONLOPY, BKPWTI NIIEKOBOKO Bianosinae
oﬁonon—n(oso rnaaki 3 o6ox cropix. ;

lnexTudikayin | 1. TpumeByTury ManeaT: Yac yTPUMYBaHHA OCHOBHOIO niky Ha Bignosigae

xpomaTorpamax BW‘IPOﬁOBdeHOFO Ta CTaHAapTHOro poaqmms

OTPUMAHWX B XOA KiNbICHOrO BU3HAUEHHA, Mae chiBnagaTw. |

2. Turany piokeua: Nosea wonToro sabapsneHnsn nNpu ,qogxaaamn 30  Bignoeigae
: % (Maca/od'em) posuuHY NepoKcUay BOSHIO

Cepeps maca | 310,0 mr +5 %: 294,50 - 325,50 mr : 311,17 wr

OarHopiaHicTe mMacw He Ginstwe 2-x iManBiayansHux Mac MoMyTs MaTy BlAXUNEHHs Big Biganogigae
cepefHbol Macy Binblue, HiK Ha £ 5 Y%, | MOLHA 3 HUX He NOBUHHA +3,6%/-2,7%
BIAXANATUCE BIA CepeHbLOi macwk Ginblue Hix Ha x 10 %

Posnapgaris He Binkwe 30 x8 3 x8
KinbkicHe BU3HauUeHHA TpumeByTury maneat s Tabnetui: (90,0 - 105,0 % sig 3ansneHoi 201,7 mr
kinbkocTi): 180,0 - 210,0 mr 100,8 %
Ynakoska ! Brigvo sumor MK Binnesipas
MapkysanHs SriAHo BuMor MKS1 Bianosinae i

BHCHOBKM: I[cpampwma spasoi upenapary TPUMCITA 200, raGnerkn, srpr tmml\enmo obononkowo, no 200
8115 110 6 radneToK v CTPUIT, 1o 5 crpunis ¥ KapTouniil ynakosiui. Na cepii ETY2004A, supoGuuinso
Makaeoag hapmacsiornkane Jlimiren, lnnis siznosizac numoras M[{}l A0 P Ne UASTIN01/01 5a.
x-mnc,ael—mf.w H BHINE DOKAIHMKAMII,

HEYATKH He mncm:n

Hawasnine sadoparopil sunpobdysansuol
i
|

02 - 03/01 Gropitka 1 CropiHok 1




AEPXITIIKCITYXBA
AEPIKABHA CJIYXKBA 3 JUKAPCBKHX 3ACOBIB
TA KOHTPOJIIO 3A HAPKOTUKAMMU y m. KUERI

Byn. bepesuaxinchka, 29, Kuis, 02098, ten./dakc: (044) 550-23-55, ten. (044) 550-20-55
E-mail: dls.kyiv@dls.gov.ua,httpsy//www.dls.gov,ua, Kog €IPTIOY 37079055

BUCHOBOK
npo AKICTL BBE3EHOT0 B YKpaiHy JiKapehKoro 3acody

22.12.2020 Ne 71702/20/26

TPHUMCIIA 200

(HalimMenyratng TiKAPCHKOTO 30COBY 3ril0 3 PCCOTPALIRIHM TOCBIICHIAM)
TabJIerkH, BRPUTI NAiBK0B010 060101K0I0, 10 200 MI, 110 6 TabieTOK Y cTpuni; 5 cTpuIiB y
KapTounii ynakosui

(hopma Brnycky, HO3yBRIIS, BUA Ky BN NIKAPCHKOID 34C0GY)
Homep pecerpauifinoro nocsinuenns UA/8739/01/01 crpox aif pecerpauiiinoro nocninenus HeoOMexeHHit
Cepin nikapcukoro sacoby Ne ETY2006A Kinukicrs uesenoro nikapcskoro sacofy 43920

Bupobuuk Maiaeone Papmacsioruxanc Jlimiten, Inis
(nafimenysams supabimka nikapchkoro 3acoby, KpatHa NOXOUKCHES )

Boeseno n Yipaiuy Tosapucrso 3 o6mexenoro Bixnosizankuicrio "MAKJIEOQC
DAPMACBIOTIKAJI3 JUMITEJL", inenr. won: 37554108

(uatiMenysania 7a koA 3a CAPIIOY opuauunol acolis aGo npissrineg, iM's, no Garskoni dizusnol
ocolu - ninnpremus, i Micue npoxutanim Ta pecerpanituuit Homep oBnikonoT KapTKH nIATHIKE
noaarkis a80o cepis ra noMep nacnopra)

Mporokon sisyannnore kowrpono sin 15,12.2020 X 4122/2.

JlaGoparopruit ananis akocti nikapcskoro 3acoBy 3uificuenmii;

TOB "Texnona6" (m.JIbasis, sy, Jauuna Anocrona, 2)

(HafiMeHYBAHHA TA MICHCIHAXOIDKCHIA AABOPATOPIT, 10 IPOBCIA maboparopii asaiis sxocri)
Brcook uioao axocti nikapcskoro sacoGy, sugannii aaGopatopieio sin 22.12.2020 Ne 1556

Pesynwraris naboparoprore ananisy skocri aikapeskoro 3acoBy 3a nepesipeHHMH Nokasnnkamn BILIOBIAAIOTH
BHMOrAM MCTOAB KONTPORIO AKOCTI (AHANITHHHO-HOPMATHBHOY NOKyMenTauit).

31 pesysbTaTAMH  JICPAKABHOIO  KOHTPOSIO  BCTAHOBAEHO, IO Jikaperkuit  3aci6  seeseno B Ykpainy 3
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CERTIFICATE OF ANALYSIS
CEPTUOUKAT AHAJIM3A

1 | Name of Product Trimspa 200 ARNO.: FT-1204/20 2 | Manufacturer Country Indla
Trimebutine maleate film
coated tablets 200 mg
HavumeHosanue Tpumcna 200 Date : 29/11/z202¢ focyaaperso- UHaus
NPOAYKLMK. TpumebyTura manear, [ara: 29/11/2020 NpousBoAuTEND
' vabneTku, NOKpPbITLIE
naeHovHOM 06004K0N No
200 mr
3 | Registration Certificate | 4 | 'Strength/potencyofthe 200mg
No medicinal product
Homep UA/8739/01/01 Cvina pelcreun / 200 mp
PEFUCTPAUMONHOTO KTUBHOCTE
yAocToBEpeHua. NEeK3PCTBEHHOrO CPeACTRA
H Dosage Form Film coated tablets, 200 mg 6 | PackSize Ne 30 (6x5) in
. . strips in carton
- box
NeKkapcTBerHan TabneTrn, nopuTLIC MACHo o 060r0MKO, 200 mr Paamep u Tun ynakosku. Ne 30.(6x5) 8
hopma. cTpunax s
KapTOHHOM
YNAKOBKE
7 | Packing Batch No 8 | Dateof Manufacturing
Homep yriakosanxoh | ETY2006A [lara npoussoacTea. 1072020
cepum
Packed Batch Size 317600 tablets (43920 packs) 9 | Date of Expiry
Paimep ynaxkosaniol 1317600 Tabacrok {43920 ynakosok) JlaTa oROHMaHWA CPOKA 09/2022
cepun, rOAHOCTH
10 | Nameg, address and license numbers of Mfg unit Macleods Pharmaceuticals Limited
Plot No. 25-27, Survey No. 366, Premier Industrial

! Estate Kachigam, Daman — 396210 (Phase 11), India.
; ; Mfeg. Lic. No DD/375, M DD/376.

i Hanmenosanue, MeCTOHAXMKAEHHE H HoMepa Nuuensitl ncex yuactkos-no | Makneouc Dapmachioriiaic Musoeres,

I - B .

IIPOHIBOACTBY W KOHTPOIIO KAHECTDA Hror Ne:25-27, Ciopnet Ne366, 1Tpemuep
Hrpacrpuan Meredir, Kawvram, Jasan ~ 396210
(basa 1), Honua,

Tpouss: auuenans Ne DD/275, Ne DDAT6

11 | GMP Certificates No / Date 131/2020/C-344 Valid till 30.06.2021
Cepruduxaret COOTBETCTBUA GMP ANR BCEX YHACTKOB MO NPOUIBOACTBY U 131/2020/C-344 Cpok AelicTava 30.06.2021
KOHTPOIO KAUecTsa uau (ripm Hanuvmn) Homepa ceoinok B Base ganHow Eudra ’ |
GMP ’
12 | Result of Analysis/ PeaynsTatel nposegenun aHannsa.
Sr. No. Tests Specifications Results
Nen/n Moxasavenu Cneundurayma Pesynbrarol
1) Deseription White coloured, round, biconvex: film- coated White ¢sloured, rtound, biconvex film-coated
tablets plain on both sides. tablets plain on both sides.
Onucaune Kpyrawe, asoskopwnyknuie vabnery, Gesoro | Kpyrawe,  asoakosuiykible ’ranch“xa; Benoro f
uBtra,  NOKpuIThie,  aaenotuiol  obGenoukolt, | upceta, pexpirrsie, tneno ol oGohoMKol, rnaaxie
rRaaKHe ¢ o0CHX CTONOH, € 00CHN CTOPOIL. 1

% - L ’ \\‘
LSRN 3 /"
:1 un _t:/
CLEODS Regd. Office : Phone : 91 -22- 6676 2800 Works : R No 23-28, 30, 12, 21
MA . Atlanta Arcade, Church Road, Fax 1 91-22-29256599 Premier Industrial Estate,
PHARMACEUT‘CALS Near Leela Hotel, Andheri-Kurla Road, Emal ¢ customercare@macleodspharma.zom Kachigam, Daman-396210, (U.T)
LIMITED Andiieri (East), Mumbai-400 059, India. . Webste : wavw.macleodspharma.com Phone : 0260 -2240125, 2244337
: CIN ¢ U24239MH1989PLCO52049 !
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2) Identification A, Trimcbutine maleate ;
The retention time of the principal peak in the Camplics
chromatogram of test solution should correspond
to that in the chromatogram of the standard
solution obtained in a quanlitative test.
B. Fitanium dioxide .
Emergence of yellow colouring after adding 30 % Complies
(w/v) hydrogen peroxide solution.
Haewvudpuwaunn A, TpumeSyruna nanear
Bpems  yaepxusanus  OCHOBROTO  nHka  Ha Cooracretnyer
XPOMATOrpaMMax HCNLITYCMOr0 M CTAHIapTHOro
PACTBOPOR, NONYYEHHMX # XOAE KOTHUECTREIOND
OFIPCACACHHS, JIOTIKHO COBNAUATY,
B. Turaia guokein
Mospnenue wentoro oxpawusanmns npi CooTsercryer
soGaunenny 30 % (macca/obren) pacinopa
nepekiicu poaopoaa.
3) Average welght 310,0 mg + 5 % (294.50 - 325.50 mg) 311,08 mg
Cpestisin macea 310,0 Mir 5 % (294,50 mr — 325,50 mr) 311,08 mr
4) Uniformity of Not more than 2 individual weights can have Complies
weight deviation from the average weight more than £ §
% and no individual weight ‘can have deviation
from the average weight more than + 10 % :
Onuoponnocri, He 6onee 2-x HHAMBIAYANBHLIX MaSC MOTYT HMEThH Cootaercrayer
MACCHE OTKAOHERHE OT cpesuieH Maconi Go.1ee, vesm Ha £ §
Y, M UK Ol HE SOMACHA HMETh OHGIONENHE O
N cpeiticit macchl, Gosice vea Ha 10 %.
5) Disintegration Not more than 30 miinutes 03 minutes 0§ seconds
Pacnanaemocrs He Gosniee 30 muu, 03 mumyrei 05 cexyun
“6) Loss in mass on Not more thau 5.0 % w/w 2,19%
drying
Morepst 1 maece He Gosiee 5,0 % (m/m) 2,19%
npu
BhICYUHIBATI ;
I} Dissoluticn Not less than 75 % (Q) in 45 min. (1) 100 €2} 100 (3) 100
(4). 99 (5) 100 (6) 99
Pacvsopense He meiiee 75 % () 38 45 mun. (1) 100 (2) 100 (3) 100
: (4).99 (5) 100 (6) 99
8) Related Individual unknown impurity with RRT 2.5 - Not Below Limitof Quantitation T
compounds more than 0.5 %;
Any other unspecified impurity - Not mare than 0,15 %
02%
Sum of impurities - Not more than 1,0% 0,26 %
Conyvernyouine Wnausrayansias venasecTian npmect ¢ RRT Huwxe xonuvecraenioro npeacna
npusecy 2,5 - e Gonee 0,5%; -
Jlio6as npyras HEHACKTHAHLUPOBZHHAR NpIMECh 0L15%
- ne-Gonee 0,2%;
Cymsta npumeccii ~ e Gonee 1.0% 0,26 %
9) Residual Isopropyl alcohol - not more than S000 ppm Not Detected
quantities of Dichloromethane - not more than 530 ppm Not Detected
organic solvents
Ocrarounbie Cripr nsonponusoestii — ne Gojiee 5000 ppin; He obuapyxeno -
KOansecrsa Tuxnopmeran ~ ne.Gonee 500 ppm, He o6uapysxeno
opranueeKnx
pacrnopireneii

MACLEODS

PHARMACEUTICALS

LIMITED

Regd. Office Phone . 91226676 2800
Atlanta Arcade, Church Road, Fax o $1-22-729256599
Near Leela Hotel, Andheri-Kurla Road, Emal

Andheri (East), Mumbai=400 059, India.

i customercare@macleodspharma;com
Website :  www.madleodspharma.com

CN 1 U24239MH} 989PLC052049

Works : P No'23-28, 30, 12, 21
Premier Industrial Estate,
Kachigdm, Daman-396210, .1y
Phone : 0260 -2240125, 2244337
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10) Quantitative test At release:
From 190.0 mg up to 210.0 mg of Trimebutine 202,65 my
maleate in tablet(95.0 - 105.0 % of declared 101,3%
value).
Atslorage:

From 180,0:mg to 210,0 mg of Trimebutine
maleate in tablet (90,0 - 105,0 % of declared value)

Koamsecrnennoe | Jur sbinyewa:

onpencscuie O 190,0 s zio 210,0 sr mpumeBytina maneata s | 202,65 mr
Tabnerke  (95,0-105,0 % - ot sasmnennoro | 101,3.%
KONHHMECTH)
Jlasr cpory vonnoeTi:
Ot 180,0 Mr 0 210,0 Mr tpuaebyruna Masieara 8
rabnerke  (90,0-105,00 % o7 3sanscHHOrO
KOJTINECTRA)
1 Microblological In preparation allowed:
purity Toral quantity of aerobic bacteria (TAMC) - not <10 CFU/g
greater than 10° CFU 7 g;
Total quamng of yeast and mould (TYMC) - not < 10.CFU/g
more than 10° CFU/g
Absence of Escherichia coli in | g of preparation, Absent
Mucpofinunoruse | B apenapare gonyeracren:
CKAN MHCTOTR O6uice  wucao  adpobuux  Muspoopranuason | < 10 KOE/r
(TAMC) - 11e Gonee . 10° KOE /r; )
OGuee 4HCRO AipodckeBuiX 1 nacciiesmx rpudos | < 10 KOE//
(TYMC) - ne Gonee 10° KOE /., '
He ponycekaeres Escherichia coli 81 v npenapara. | He oGuapyxena
13 1 conunents {if any}
KommenTtapuu (npu
HANUY M),
14 | Application for "I hereby certify that the above information is true and accurate. This series of products have been produced
Certification {including packaging / labeling) and conducted quality control on the above mentioned stations in full
compliance with the requirements of GNP, set by the local regulatory authority, and in accor¢ ince with the
specifications contained in the registration dossier or trade license of the country or the manufacturer or
importing country if the products imported or file specifications i preparation for the investigational product
Minutes of production, packaging and testing were reviewed and the correspondence GMP»,
3ansneHue o «3TUM A NOATBRPHAAI0, YTO NPUBEACHHAA Bbile UHEGOPMAUNS ABANETCA AOCTOBEPHON 1 TOHHONK. 3Ty cepuio
cepTrdmraymun, NPoAYKUMY 66N NPOM3BEAEHO (BKNIOMAR YNBKOBKY / MAPKUPOBKY) ¥ NPOBEAEH KOHTPONL B¢ Ka4eCTBa Ha
Bbille YKAIGHHOM YU3CTKe B NOAHOM COOTHRTCTBUKM ¢ TpeBoBaHuAMn GMP, YCTAHOBAGHHBIMI MECTHBIM
PErynsTOPHBIM ORraHOM, 8 TAKKE B COOTBETCTBNYW CO CTIeUMPUKATMAMU, COACPHMIUMMUCA B PErUCTPALUOHHOM
AOCHE UM TOPTOBOW NKUEHINK  CTP3HBLI-MPOMIBOAWTEAR ‘WUAW  CTPIHBI-UMNOPTEPS, ECAM  DPOAYKUMA
UMNOPTUPOBAKA, MM B Aoche cneuudrkauni Ha NPenapaT Anf MCCAeAYRMUIO /IGKAPCTBEHHOIQ CPEACTES,
Nporoxkonbi NPon3BOACTES, YNAKOBKKU M aHaAn308 Gbind NepecmoTPeHs! U YCTaHOBNEHLI B COOTBETCTBUE C
GMP»,
15 | Name and position / title of the person issuing the permit issue series / damunus u AOMKHOCTY /.30anue anAanwero pa3pewseriie Ha
BLINYCK CEpHI,
Prepared by Checked by Approved by
Kamal Patel Vimal Patel Snehal Thakor
Executive - QC Dy. Manager - QC St Officer 11 - QA
16 3 Signature of the person issuing the permit issue series./ [10ANUCH MU@, BbIAABWIErO PAIPEIIEHUE HA BollYCH CEpUi,
3 NAER
o ]
17 | Date of Signing/ faTa .
¢ NOANUCAHUA. 2 o [ ” ks’z 0
MACLEODS T o, B R e renm
an e, Church Road, 9 .22 i ]
PHARMACEUTIC ALS ' Premier Industrial Estate,

LIMITED

Near Leela Hotel, Andheri-Kurla Road, ~ Emall : customercare@madeodsphanma.com Kachigam, Daman-396210. (U.T)
Andheri (East), Mumbai-400 059; India.  Website : www.macleodspharma.com

ON 3 U24239MHI989PLC052049 Phone : 0260 -2240125, 2244337




IX}f O

Tmmpnm B0 3 00MCRCHOW0
Aab mnnom paasuiciio "TEXHOAAB"

Jlabopatopin sunpodysaaLm

m. Jopis, sy, Januna Anocrona, 2. rea q:(n\x.
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Bucnonok 11040 sikoeri Ne 1556 sin 22.12.2020

Haasa apenapary:

Pecerpauifinuit nomep:
Bupobuuurno:

Homep cepii:
Buayueno:

Oaepwano nix
Cynposizuii forymenT:

Aara onepmanns:

Bun kourpoao:

H, Biznosiano 1o sekol
HPUBOANBCH anagis:

TPUMCTIA 200, Talsterki, sBkputi 1Iiskosoio oGononkoio, 1o 200 Mt 1o 6

TabALTOK y CTPUHi: 110 S CTpINiB y KAPTOHHIN ynakosui
1547

Makaeose dapsacstorikane Jlisitea, Iniin
ETY2006A

T30R “MAKHEOJC ®APMACBIOTIKAIZ HIMITEA" M. Kuin, 8y Oseren
Jlonywa, 37, Anrequnit cxnan Nel, s, Kuls, sy Onexcy J loubywa,37
Jlepwanua caykda YKpait 3 AIKapCukIx 3ac00is 12 KOHTPOIIO 33 HAPKOTHRAMH
Jluer Ne 10658-002.0,17002.3/2-20 pix 16.12.2020 p.; Axv BiaGopy Ipaskis nix

17.12.2020 p.
18.12.2020

Ja posnoprivkentan JlepraikenyaSi (3riano nakasy MO3 Yrpaiu sid 29.09:14 Ne
677 3 0BON 1IROBIM NPOBEICHHAM A3y 32 nokasnukasu “LaenTudikauin”,

"KibKICHE BHIHAYCHHA")
MEKS! no PIT Ne UA/8739/01/01

Posnaganun
KinbricHe Bu3Ha4eHHA

Ynakoska
MapkysanHa

cepeaHbol Macy Ginbuie, HiX Ha 5 %, | XOAHA 3 HUX HE NOBUHHE
BiaxXWIRTUCL Big cepenHsol mack Binswe HixHa £ 10 %

He Binswe 30 x8

TpumeByTuHy manear 8 Tabnerui: (90.0- 105.0 % sip 3assneHol
KinexkocTi): 180,0- 210,0 mr

3rigno sumor MKA

3rigno sumor MK#H

Moka3aruku Bumorn HA { Peaynuvaty
Onuc Kpyrni , asoskosunykni Tabnertxn, Ginoro konsopy, Brputi.nniskoseio  Bianosinae
0BONOHKOW, FNaAK 3 000X CTOPIH.
lneHTndikaLlisn 1. TpumeGyTury Manear: Mac yTpumMyBsanHis OCHOBHOIO Niky Ha Bianosinae
XPOMATOrpamax svnpoGoBYBaHOrO Ta CTAHASPTHOMO POIHUHIB, ’
OTPUMBHUX B XOA4I KifbKICHOTO BUSHAYEGHHRA, MBE cniBnafaTy.
2. Tuvany giokcwa: Nossa xoatoro 3abapenexsHs npu aosasanti 30 Bianosigae
% (macalob'em) POsUUHY NEPOKCUAY BOAHIO
Cepeans maca 310,0 mr £5 %: 294,50 - 326,50 mr 311,52 mr
OaHopigHicTs MacK He Ginbiue 2-x iHAUBIAYANEHUX MAC MOXYTbL MATH BIAXMIEHHA BIR Binnopinae

+2%/1-1%

8 x

197.5 wr
98.8 %
Bianosigae
Bianosinae

BUCHOBKH:  [lepesipetinit 3pasox tpenapary TPHMCIIA 200, tabnerky, sepuri wiiskosoio 0bononkoo, qo 200
Mey 1o 6 rabaerox y erpini; no S ¢Tpunis y kaprouuill ynakosid, Ne cepii ETY2006A, supoGiuserso
Mawsieouc dapmacsiotukane Jimiten, lnain sianoninac sumoran MK no PIT Ne UA/B739/0101 50
HABRACHUMIL BITILE TIOKR3HUKAM I,

HEMATKH He ATRCHUL.

Hawaanuur aabopartopil sunpobysaiannol
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