JHEPHCNKCIYXKRA
JEPICABHA CITYYIKBA 3 JIKAPCHBEWNX 3ACOBIB
TA KOHTPONIO 34 HAPKOTURKAMM vy m. KHEBE
nyst Bepestscincnka, 29, Kuis, 02098, ren/duarxc: {044) 550-23-55, ren. {044) 350-20-55
B-mail: dis kyiv@dis.pov.ua,] f . dls.pov.ua, Koi €JIP1IOY 37079055

BHCHOBOK
Gpo WICTL BBE3CHOIQ B -YKPHYH}’ Jiigea PCHKOYO 13&'1{‘.0{3}/'
04.09.2020 Ne 30015/20/26
MYKOLIEH -
{nalivenyranns nikapesgory saca0y 3rUUI0 3 peectpailifuum HOCHLHMENRAM) T

rabaerky, Reprri o6osonmcoio, ne 100 sy uo 10 vabaeror y eypumi; o 3 crpusu ¢
KAPTONRIH YIAKOBI

(thopra BERYCKY, JIOIYRAIHS, R HEEY BRI HIEAPCLROTe 3acody)
Honep peeerpanitmoro nocnigsenna UA/S547/01/01 crpox aif peccrpauiiinoro nocsinenni neodsemennit
Cepin nixapoukoro 3acoty Ne ARCZO05A Kinniciers paeseqore Aikapeskoro sacofy 2540

Bupobing Maieoae PapMachIOTHKAIC Niniren, lauis

a

(uaitvenysarie mpeButica nikapenrore sacody, KpATIa HOXODRCHI)

Buesera b Yipaiity Tonapuerno 3 obmexenow siponinamuicro "MAKIEG)C
GAPMACHIOTTKAS JHMUTEIL, inenr. wo: 37554108

(nafsenypaiing 12 koi sa CAPTIOY opnuwsiol oeobis abo npisruwe, ia's, 1o Sarieoni Gz

geabi - DiABPHCMIg, T MICUS NPOKHEBAMN T4 pecerpanifinnii nomep 0B KoBOT KAPTKI 1IATHIED
nogankin albo Cepin T3 LONMED NMACILpTa)

I POTORD BisyANBIOIO KOHTPOMIO BiX 01.07.2020 Ne 1890/5.
JfaGoparopnnil anniy sKocTi JiKapeskoro sacoly suiicueunii

TOB "Texyonad” (v.JTnin, vyn. Jlaswna Anocrosa, 2)

{HRENCHY BRI T8 MICUCTHARDIDICHHY aafoparopii, ne HPpOseRd nuGoparopri anasiy AKOCT}
BHCHOROK IHOAC AK0CIT FTKApChKOro sucoly, Bnweuil nabdupaTopicio wi (3.09.2020 No 1015

PeaymbTard Jaboparoprore d Hanizy axocti sikapesrore sacoly su ITCPCRIPEAKMIT NOKAZHHKAME BifOBIGTE
BIMOTAM METOLIY KOHTPOMG JKOCT (AHANITITHO-IOPMATHBHOT JHOKYMEeHTawii).

Zu pesyALTATAMH  EPAERHOro  KOHTPOMO  BCTAHOWISHD, U mikapeukadt  paciG macseus B Ywpainy 3

NOTPHUMAHTHEM 1 ‘3‘;11('611{3 ABCTRA LONO 3ABE31ETICHMS TROCTT MIKAPCHRAX jacobis.
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(CERTIFICATE OF ANALYSISI CEPTUGUKAT AHATSA)

1[Name of Product [Mucogen AR NOG: 2{Manufacturer India
! FP-0086/20 Country
! Rebamipide film coated
tablets 100 mg
HasMenosanne  |Mykoren Date: 09/05/2020 locynapeTso- Huana
NPCUYKUHIL TIPON3BOAMTEND
PeGanmmmnin, rabnetsn, Rara: 09/05/2020
nokpeiteie oGonouxokl, 100
Mr
3[Registration 4]strength/potency 100 mg

Certificate No

of the medicinal
product,

Humep UA/5547/01/01 Cuna nekicrsns / | 100 mr
PEFUCTPALIOLHOT AKTHBHOCTh.
5|Dosage Form film coated tablets 6]Pack Size Ne 30 (10x3) in

strips in carton
box

Jlekapersenuan  {TabaeT, HORPLITUIE 0B0I0KOR Paamep 1 THI Ne30 (10x3) n
hopaa, YNAKOBKY, crpanax B
KapToHnoH
yaKosxe
7|Batch No 8jDate of 04/2020
FManufacturing
Homep cepsst ARC2005A arta 04/2020
POH3BOACTBA
Bach Sive 76200 tablets (2540 packs) 9iDate of Expiry  103/2023
Pa3mep cepuii. 76200 raGnerky (2540 yraxosok) Jlata okonuanus |03/2023

CpOKA I'oAIlocTH

o

Name, address and license numbers of Mfg unit

Maclecds Pharmaceuticals Limited

Village Theda, PO Lodhimajra, Tehsil Baddi, District
Solan, Himachal Pradesh - 174101, India (Block Nel).
Ne MNB 07/511

Hauseliosanise, MECTOHAXOMACHNE ¥ HOMEDA nsuenInli Beex
YUACTKOB [0 NPOU3BOACTBY H KOHTPOAID KauecTsa

«Makneone Gapmaceiorikaic JliMitean Biaemx Txeaa,
IO Jleaximadipa, Texcin Baaai, dicrpikr Conon,
Wimauan Tlpaneus - 174101, Mkaua (Baox Ne b). Me
MNB 07/511

GMP Certificates No / Date

034/2C19/GMP  Valid till 19.04.2022

Ceprithararsi coorserctous GMP ans scex yuactkon no
NPON3BOACTBY H KOHTPOMIC KANECTBA 1WNH (IIPH HILRKUKMK) HOMEpPA
ceuliok B Gase panneix Eudra GMP

034/2C19/GMP  Cpoxk aefictons 19.04,2022

RS bt

Ragd. Clice :

Atlants Arcade, Church Road,
Mear Leela Hotel, Andher-Kira Road,
Andheri (Fast), Murabai-400 059, india.

Phor

Faxe

CiN

Ermail
Website © wav.madeodspharma.com

w191 222 - 6676 2800
P91 - 12 - 2925 6599
s austomercare@eaclecdspharmacom  Tehsil

: U24239MH 1989PLCOS2049
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(H.B) 174101, India.
Phone : 01795- 23613738
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12| Result of Analysis/ PesynsTars! npOBENCHIT aHLINAL,

Sr. No. | Tests Specifications Results
Nenfn [IloxasaTenn Cueundurauns Pesyaptarsi
i Description Round, biconvex white or almost white Round, biconvex , coaled tablets of white
coloured film coated tablets, plain on both colour, smooth from: both sides.
sides.
Quucanne Kpyrabte, RBOAKOBBINY Kbl TabneTkH, Kpyrnble, ABOAKOBLINYKNbLIG TAGNSTKY,

nokpuTeic oGoacHkol, enoro 1 noyTH noKpbiTele 0GONOYXCH, GeNoro wni NoYTH
enoro upeTa, riaakue o 601X CTopoil, Genoro yeera, rnagkue ¢ ofenx CTOpoH.

2 |ldentification  |Rebamipide The Retention time of main peak jComplies
Rebamipide on test and reference solulions
chromatogram obtained during assay should
be equivalent.

Titanium Dioxide Complies
Appearance of yellow colouration on adding
30 % (w/v) hydrogen peroxide solution

Haentsukaws [PeGammigs Bpems yaeprioanis ociosnore|Cootsercreyer

b1 nuka pcﬁmmmma B2 XPOMATOrpamMaax
HCNpITYEMOro ¥ CTAUORPTHOrG pacTsopob,
ROJYHCHHBIX npu KOJITYCCTBCHION

ONPCACACHEH, AQNATIO COBIALATD.

Turana anoxcua, CooreertcryeT
nOHBJIGHHE wearoro ()i(pﬂul]l[lﬂli“!! npn
nobasnesun 30 % (Macca/ofuem) pacTnope
NEPOKCHAA BOAOPOJA.

3 Average weight{2450mg=2,5% 244,32
of tabled
Cpeanns macea [2450mr+=2,5% 244,32
‘TaGaerkn
4 Uniformity  of]Meets to requireiments 26 -

dosage units

Oaunoponnocrs  {Coorpercroyer TPeGOBANKAM 28
LOTHPOBAHILEX
[T

5 Disintegration  [Not more than 30 minutes 09 min.
Time
Pacuapncémocrs |He Oonee 30 Mun, 09 MuHyT

ﬂ.’jj;(f. Office: Phone 1 51 -22 - 6876 2600 ’

Allanta Arcade, Chureh Road, Fax :51-22 - 3925 6599 Village Theda, PO. Lodhimajra
Near Leela FHotel, Andhod-kir: . Ermail sustomercaref@macleadspharma.com Tehsil Badds, Distr, Sexlan
Ardheri (Fast. Murnba-400 859, Indis, Wiehaite @ vaww.micieodsphirms.com (HEY L7100 Indi.

TN UZ4239MHI989PLCD52049 Phone : 1795 - 236137
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[ Dissolution Not less than 75 % (Q) in 45 minutes
Min: 95, Max: 98 ; Avg: 97
Pactnopuiiie He menee 75 % (Q) 3a 45 munyt
Mnr: 85 ; Manc: 98 ; Cpep: 97
7 Loss in weight of|Not more than 6 % (w/w) 1.03
drylng
Morepa 8 maceefHe Gonee 6 % (M/n) 1,03
upn ‘
BLICYUEHBAIME
8  |Related Individual Unknown Impurity - not more than |BELOW DISREGARD LIMIT
substances 1,0%
Total Impurities - not more than 2,0 % BELOW DISREGARD LIMIT
Conyrersyoumn |HuansdayansHoll newanecriiolt npusect - ne |Huxe npeaena numura
¢ npumeci Gonee 1,0 % :
Cymma npunecelt - ne Gonee 2,0 % Huxe npeaena niumura
9 |Residunl Isopropyl alcohol - not more than S000 ppm | 140
solvents
Dichloromethane « not more than 500 ppm NOT DETECTED
Ocratouubie Cnupr usonponuiossii ~ ne Sonee 5000 ppn 140
KOJIYecTna
OPTANICERHX
pacrsepureneii
Juxnopaeray — we Gonee 500 ppm He obHapymeHo
10 }Assay At release: $8.25
From 95,0 mg to 105,0 ing of Rebamipide in
lablet (95,0 % - 105,0 % of iabelled amount}
b For shelf life:
From 90,0 mg te 105,0 mg of Rebamipide in
lablet (90,0 % - 105,0 % of labelied amount}
Koanueersenno | eornyexa: 68,3

¢ oupeienenne

Or 95,0 a0 105.0 mr pedamnnuaa s Talneree
(95,0% - 105,0 oT 3a%6e1110r0 KOMIieCTBa).

\dnst cpoxa eodnocmu:

Or 90,0 mr a0 105,0 Mr peGamuunaa o
Talinerxe (90,0 % - 105,0 % ot 3assaeHiore
KORKHYECTDA)

RO
WIAACFUT

ICALS

Repd. Office

Atlanta Arcadde, Church Road,
MNear Lealy Hoted
Andher (East),

] Prione
Fax
Andhen-Kura Road, Ernail
Mumbai-400 059, kdia, Wabsite :
CiN

S0 6576 2800
291222925 6559
s austormercare@macleodspharnia.com
wovewrmadecdspharma.com

J2A2IOMHI9BIPLCO52049

Works :
Village Theda, RO, iodhinajra
Tehsit Bacddi, Distt Scilari-
(FLPY 174101, India,

Phone - 01795 . 234137 .38
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11 |Microbiologlucal [Not more than 10 of bacteria in | g of the <10 cfuig
purity drug.

Not more than 107 of fungi in 1 g of the drug. [< 10 cluig

Absence of Escherichia coli in 1 g of the Absent
drug.
Muxpoluonorn |He Ganee 10 Gakrepnii s | fpenapara. < 10 KOE/r
HECKAY MICTOTA
He Gonee 10° rpuGon a | r npenapara. < 10 KOE/r
He nonyckaercs Escherichiacoli 11 Oveyrereyet
npenapara.

[

Comments (if
I{oMmenTapnn
{UIpH HAUTIYHE),

=

Application for "1 hereby certify that the above information is (rue and accurate, This serjes of products have been
Certification ﬁaroduced (including packaging / labeling) and conducted quality control on the above mentioned
stations in full compliance with the requirements of GMP, set by the local regulatory authority, and in
accordance with the specificalions 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
Lhe investigational product. Minutes of production, packaging and testing were reviewed and the
correspondence GMPy».

3asunelie o «ITHM R TONTOCPHUIAID, UTO NPHBEZEHHAR BLlLC KIPOPMALNA KBASETCK A0CTOSEPHON 1 TOMHON. Iy
CepTHOHKALIH,  [CePHIO NPOAYKIM BLUIO 1PoNIBEacHo (BKIOYAR YIIBKOBKY / MAPKHPOBKA) } NPOBEACH KOITPOIh &
KOMECTBE NA BLIIE YKAa321iHOH YIaCTKE 8 [I0A110M COOTBETCTRH ¢ Tpebonanhamu GMP,
YCTAHOBACHHLIM MCCTHhIM DErYNSTOPHEIM OPIaHOM, 4 TAKKE B COOTBETCTBHH CO CREUMPHKALAAMH,
CONCPHAUMCCH B PEFHCTPALHOHIOM JOCHE HITH TOPrOBOH AMUEHINH CTPAKLI-IPOHIBOAHTENN §iH
CIPAHLI-HMNIOPTCPA, ECIK NPOAYKUHA HMIIOPTHROBAHA, HAH B 1l0Che chewnbukanull wa npenapar fuia
HCCACRYEMOTD NCKAPCTBCHEOrD cpenctsa. [IPOTOKOAB NPOH3BOICTRE, YNAKOBKH H aHAINIOD GbUIO
NEepeCMOTPENO i YCTRHOBNCHO cooToeTcTRie GMP ».

15]Name and position / title of the person issuing the permit issue series / DasusiRg W ROMENOCTE 7 3BAHUE BLIZABLIETO
PU3DELLEHNE HE BLINYCK COpiH,
Preparcd by Checked by Approved by
Naveen Bhandari (Sr.Officer Il - QC) Monika Negi (Sr. Officer Il - QC) K. Murugaiah (Head -QC)
16{S:gnature of the Person issuing the permit issue series./ TOANHEH 1LY, BEIAABUIGH) PAIPEINEHHE HA BHINYCK CEPIH,
W i IS [T
17| Date of Signing/ o T
Jlara oo f L
B e Ragd, Ciice - Phene 191 - 22 . 6676 2800
AALLECHS Atlanta Arcade, Chureh Resad, Fax 190222925 6599 Vilage Thads, PO. Ledbinair
HARMACEUTICALS  Near Leela Hotel, Andhen-Kuria Foad,  Emall  ; customercare@macleadspharmcom  Tehsi Bacdi, Distt. Scten
Andhe (Bt Murbai-400 052, India.  Websile - wyaat rraceedspharmma.com (B 124101 Incia,

WAL L CING UZAD39MHIFEIPLCOS 2049 Phoie - Q1795 . 236137 38




Tonapuerso 3 odmerenoo

(53% Aal sianosizaasnicre "TEXHOJAR"Y
g: /U[ O Jiaboparopin sunpobypuinng

. Jlewin, syn. Hanuna Anocroaa, 2, Test/aice:

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

Bucwosowx mono sikocri Ne 1015 gijy 03.09.2020
Hassa upenapary: MYKOIEH, tabacrn, sxpati oGononkoio, no 100 Mr. uo 10 rabuerox ¥ erprut; no
i CTRILN B KApToHHil ynakosi
Peccrpatiiiimii novep: 0818
Bupodinrso: Marneope hapyacniorurane Jiviren, Lunis
Huonep cepil: ARC2005A
Bumyueno: T30B "MAKNEOJC GAPMACBIOTIKAIS JHMITE, M. Knfe, nys, Ouercu
Hosbyisa, 37, Atrrevnni cknan Nel, s IKnie, nyss. Onewen Honbyiua 37
Ouepamano sin: Jleprasua caywGa Yipaiiu 3 afapeninx 3acoGis Ta KoHTpOBO 34 HAPKOTHIaRL
Cynposiamii pokynteir; HAuver No 4757-002.0. 1/002.0/2-20 nin 07.07.2020 p.: Axr sinbopy nin 07.07.2020p.
laTa ogepacansi: 08.07.2020
Bun gonrpono: 3a poanopaioreruay Jlepsaikenyxtu (ariane narazy MO3 Vipaisn oig 29,0914 Mo

G773 0008 I3KOBHM (IPOBZHSHHAN ANANTZY 30 NOKATHIKAMY "Inenvadicania®,
"Kinbkicne susnaveans®)

HIL, Bianosinie no sgol M o PYT Mo UA/SSAT/AO1/01

HPOBOANBCS aNadis:

MoxasHukm [ Bumory Hi [ Pesynuramm
Gnne Kpyrii, Asoskosunyksii tabrieTin, BrpuTi 0B0A0HKOI, Ginoro #60 Bignoeigae
maiike Ginoro koneapy, rnagki 3 otiox cropiu,
Inentudikadin 1. PeBaminig: Yac yrpumypanka ocnoloro niky peBaminina va Bignosinae

XPOMATOrpamMax sunpobysaHoro | CralaapTHOro poasiiHiB, CTRUMARNK

1M KiNBKICHOMY BUsHaueH), vae sBirarkes.

2. Tvrany piokewa: Mossa xosToro saGapanerna npu qoaasandi 30% Bignoninae
{maca ! 66 'em) posuuny nepoKsuay BOAHI.

Cepenhst maca Tabnertkn 2450 mr+ 2,5 % Bignowizac
2462 mr

Posnapanus He Binbwe 30 xp 7 xB

KinwkicHe BuznadeHHn (90,0 — 105,0 % sin aansneHol kinskocri): 90,0 - 105,0 mrfrabn. 'IOS.'] rrfrafin,
100,1 %

Ynakosxa 3righo sumor MICH Binnosinae

MaprypatHsn 3rizie Buvior MK Bianosinae

BACHOBKH:  Hepesipewiii spatok npenapary MYKOEH, taBnerku, sepirri odogonketo, no 100 mr, e 10
TaBaetor ¥ eTpunt; no 3 erpunn & kapronsiil ynakonui, Ne cepit ARC2003A, pupoSiniruo
Maiaieoe Dapamacusiorasane Jisires, lipds sianosizae numoram MECH a0 PY1T Ne UA/S547:01701 aa
HARCACHHUMK BHILE NOKLINIIKUALS,

¥ Manull BHCHOROK OO AROCT MOmKe By BLarsopenil TianKn nosdicTo, Gyan - sica myGairaris abo wactione
BIATTIOPEH I BMICTY MOIKIHMBT TIHBKH 38 NHCLMOB0T 37020 T30OR « l L\H(JJI&(})\ BHCHOBOK oo sxocri (Ges niameis i
NESaTRH He JUiCH i, z f = ni

m;uppir’:[: ' ‘ih
f/? o

Hagansnax aafioparopil sunpodyepaisiol

wod

o 02 - D3/01 Cropivka 1 Cropiliok 1
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