JNEPJKABHA CJIYKBA 3 JIIKAPCHKHX 3ACOBIB
TA KOHTPOJIIO 3A HAPKOTUKAMMH y m. KHEBI

npos. Hanii Ceitnuanoi, 3, 02099, e (044) 295-26-85
E-mail: dls.kyiv@dls.gov.ua, Kop €/IPTIOY 37079055

BACHOBOK
npo sAKicTh BBE3eHoro B YKpainy JIKapCbKOro 3aco0y

13.02.2024 Ne 6723/24/26

MYIUTYC

(naiinvenynaniin Aikapehkoro 3acoly ariano 3 peecrpaitifitiuM NOCBIAHEHHAM )
xancysan no 150 mr; no 6 kancyay cTpHI; 110 2 CYPHOIB Y KapTOHHii ynaKosui

(hopMa BHIMYCKY, JIO3YBAIHH, BHAL ITAKY BaHIIA nikapebxoro 3acoly}

Flomep peceTpalifiioro NooBiMMeHHS UA/5589/01/01 crpox il peecTpauiiiHoro nociaueHis HeobMemeHuH

Cepis nikapeukoro 3acoGy Ne EEE223002A KinnxicTi neeseroro nikapeskoro 3acoby 15880
Bupobuuk Maxsieozc dapmacsioTsianc JliMiten, Inais

(uaiimcitysailis pHPOBHHKA flikapchKoro 3acoly, kpaia FOXOIDKCHIIS)

Bueselio B Vkpaity TopapucTRO 3 00MEIKEIOI0 signosigaasuicrio "MAKJIEOIAC
BAPMACBIOTIKAJ3 JJIMITEAL", inent. kou: 37554108

(nafimenysanns Ta koj 3a CAPHOY jopiiunoi ocoGu ato npissuule, iM's, 110 Gaturosi (idianol
0coBH ~ NANPHEMILR, 1T MICULC IPOKHDATIHA T4 peecTpatiiiinuh Homcp oBNikOBOT KEPTKH INATHHKA
NOAATKIR 250 Cepif T3 HOMED [ACNOpTa)

T1poTOKO Bi3ynsILHOTO KONTPOIIO B/l 24.01.2024 N 210/1.
JlaGoparropHHii anautis AKOCTI NIKAPCLKOro 3acolby 3iifcHeHni:

JI[1 "Llentpansia jsaboparopis 3 anatisy MKOCTi JiKapobKHX 3ac00iB i MmeauuHoi poayKIii"
(v.Kuis, syi. [{y/ipaBCcbKa 10r M.Kuis, By Kyapsscexa 8B Kniebka obnacthk, c. Hopi [lerpisui,
gy, Ipaia Ppaunxa, 19)

(NafiMCHYBAHS TR MICUE3NAXOJUKEHLIA naGoparopil, wo npooena naGopaTopImE aHai3 sxocTi)

BICHOBOK W00 AKOCTI NiKapebKoro 3acoby, Biaatui saboparopicio gin 08.02.2024 Ne 0251

PesyauTari 1a00paTOPHOTO aHanizy sKocti nixapcsKoroe 3acoby 3a MepeBipeHAME MOKa3HUKAMH BIANOBLIAIOTD
HHMOTAM METO/LI B KOHTPOMO AKOCTI (aHa.ni'rw:uo-uopmamnuo‘f JOKyMEHTALT).

3a  pesysbTaTamii  IPKaBHOro  KOHTPOMO BCTAHOBIICHO, nikapcbkuit  3acib  BBE3EHG B Yipaidy 3

scTi sikapewkux 3acobiB,

[zan BAJIBOPHUX




Hepauasua cnyxba Yrpainu
3 JIKAPCLIHX 3aCOBIB Ta KOHTPORIO 33
HAPKOTHKAMA
Hepaanue migupaeserso "UeHTpanbua
Aa00paropia 3 aHATI3Y arocT JHKAPCLKIX
32¢00iB | MeRUUHOL npoayRuiT"

State Service of Ukraine on Medicines /f
and Drugs Control

State Enterprise "Central
Laboratory for Quality Control of
Medicines and Medical Products"

Yipaikd, 04053, m.Kuia, eyn. K yoprecuxa 100

menspare (044) 272 57 98

web! wwav.clab.com.va, e-maif: centralfab@ctab.com.ua

106G, Kudryavska streel, Kyiv, Ukraine, 04053
Tel/Fax +380 (44) 272 57 68
web: www.clab,com.ua, e-mail: centrallab@clab.com. ua

Ceprudikar ananjsy Ne 0251 sig 08.02.2024

Huspa spaska:

Peeerpaniiivni HeMep:
Brpoduae:

Homep cepit:

Micue sindopy apasra;
Jarvonnnn:

Cynposinnuit torymen:
ART sinSopy apaswa;
Cran spaira:

Hara orpisans 3paszka:
Hary suronauns podir
Bt ronrpoio:

Micue npogenenns
alssnoeTi: ;
HUI, sinnosiano 1o aioi
NposoANReST anasnis;

MYLHATYC, kancymi no 150 mr; o 6 KANCYN y CTPHITE M0 2 CTPUNH Y KapTOHHIT
YNAKOBL

0202.24

Makneoac dapmaceorikanc Jlistirea, uais

EEE2230024

TOB "Makneonc ®apmacuioTikans Jimires”

Heprxanna cnymda Yipainm 3 nikapeskIx 3acobin Ta KoHTPo0 31 HAPROTIIRAN
Jhner Ne 757-002.0.1/002.3/2-24 six 26.01.2024 p.

Ne Big26.01.2024

3pPA3IOK B CTAHI ApHIATROMY B/ NPOBENEHHI BHOPOGYBAKL

31.01.2024

31.01.2024 - 08.02.2024

3a posnopanxennan Aepkasrol ciywGi Yrpaiuu 3 nikapenkix sacodia ta KOHTPOG
3a naproTHrami (“IM", TToctanosa 902)

I «Llentpansua naboparopis 3 anamizy axocTi RIKAPCHRIN 3200818 | MemHOT
NpoAYKUI™»

MES no p.n. Ne UA/5589/01/01, sminu Ao MK 21.03.2019 nakaz Mo 629, 3Min

_ Mokaskmiu Bumorn H PesynkTaTy
Onuc Taepai xenaruHon Kancyny 3 ¥pUeYxor Kopuiresoro Kenbopy ta  Bianosigae
KOpRycom ronyGoro Kenbopy, siki MiGTSTE nopowork Binero abo Maxe
Bircro konsbopy
laeHTMGIKaUR Hac yTpMyBaHKa GCHoBHOMO Niky Ha xpomaTorpamax Bignoginae
AOCAUVIYBAHOMO Ta CTAHAARTHOTO PO3YMHIB OTpHUMaHNX B poadini
"KinbricHe BusHavenns”, NnosWHEeH cnisnanati
Cepennn maca Kancynu 2000 mMr+ 2,5 % Binnosinas
290,5 mr
Oanopiauicts macy BMICTY 4 10,0 % Bignosigae
kancyn
Poinananns He Binstue 30 xsunuy Binnosipnae
KinexicHe susHavuenns Epnocreiny B xancyni (90,0-105.0 % sig sasenenoi KinbkocTi): 135,0 - 152,2 mrfkancyna
167.5 mrixancyna 101,4 %
Ynakoska 3rigHo sunior MKS Binnosinag
MapkysaHia Jriaso Brumar MKA Bignosgigag _J
BUCHOBKH:  Ceprinirar aHaaizy Mo 0251

MYLIMTYC, KArcy M no 130

Bia 08.02.2024 niarsepikye, wo nepesipexyi] spazok npenapaty
MY, 10 6 Xancyn y cTpuni: no 2 CTPUNY Y KapTOHAIT ynaxenus, Ne cepif

EEE223002A, supobunirso Magneone DapmacsioTnranc Miviten, [Hais Binnosinac pivoras MICS

AC p.rn. Ne
UOK&}SHI—]K&MIL

Hupexrop

UA/5589/01/01, 3,}11’,@11 ﬂo_’MJ{H,Z,ZI‘.OS?Q_QE‘B HaKaz Ne 629, aMinu 33 nasenemin Bl

: el o Ponan MAPKIH

ACRN ) ‘._"-‘ . i £ L. - )
1rgENI0BHOMY a0 HACTKOBOMY BinTBOpEHHIO Ges no3sony AT “Lentpansya Aabopatopis 3

afaniay sxocti nikapchkix 3acoBiB I'Me ol nponyxuii”’

b cepTHgikaTa ananisy Ne 025) iz 08.02.2024
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CERTIFICATE OF ANALYSIS
CEPTH®IKAT AHAJIIRY

I Na

3 | Registration

i Horo li()tlil;l‘lc[lliﬂ

JHiKapescoro sacoby

¢ of Product Mucifus DNFEPS23001702 | 2 | Manufacturer Cou ntry | India
i (Erdosteine 150 mg) )
| Ilam:cm BAHH Myunaryc Date: 17/10/2023 Hepwasa-supodumne Tnsis
; poAvKLIY (Epaoctetuy 150 M) | Jara: 17.10.2023 L
4 | Strength/potency of the | 150 mg
' | Certificate No UA/3589/01/01 medicinal product L
i Howmep pecerpauiin- Cuana ait / axrnnnicrn 130 mr

A i)mﬂ"c I'orm

Capsules 150 mg

6 Pack Size

Ne 12 (6x2) in strips
in carton hox

imagu bId (bup\m

Kancyan no 150 mr

Posmip i vun
YIHAKOBKIL

7 i-!i.iiéliiﬁzé Batch No

8 Date of Manufacturing

Mo

12 (0x2) v v‘i‘pml:n‘ N

Y KapTonHiil yviwoiui

i Htavep viaxosanoi EEE223002A Jara pupobumiTea 09/2023
Lo Pt B

miqﬂg B.mh ‘nn 200 008 capsules (16 666 packs) 9 [ Date of Expiry
rl’mmp YHAKOBAHOT 200 600 kancyn (16 666 ynakosoi) Jata axinuenna 08/2025

Coeepii N TEPMENY NphaaTiocT o
0 Name, d(llliL“; and license mrmbers of M{fg unit Macleods Pharmaceuticals Limited

! Unit-Tl, Plot 12, (8, 21, 23, 24, 25, 26, 27, 28 & 30,
i Survey No. 366, Premier Industrial  Estals.
; Kachigam, Daman, 396219, India,

Mfg. Lic. Ne DD/375, No D376,

Marsieoge MapmackioTiraie Jiviten

®aza 1L, Aaor Ne 12, 15, 21, 23, 24,25 26,27, 28 1 34,
Cm]meii Ne 366, Hpem’ep [umacrpian
Kaunram, Jasau, 396210, Tugin.
BupoGunua. ainenyin Ne DD/375, Ne DD/376
069202 1/GMP_ Valid il 13.07.2023 o
G6Y/2021/GMP Crpow 1t ne: 13.07.2023

“dll\‘lt‘li\ B.ll[l!ﬂ, MILI[LSI!H\()L{;I\CHHH Ta HOMEepH ginentiit geix
ALESLOKR 110 BilpUﬁ[lllll'l By i KOHTPOJAM SKOCTI

Tereiry, |

S ( '\]l’ Ce r tj{___‘ltcs No / Date

' Cuepy rmim\.:m Bianosinnocri GMP ann seix ainnnok no BHpOG-

CHIATEY | KOHTPOMO STROCTI a0 (npn HasiBHOCTI) HOMepa
Jhoetiagan B asi aannx Fudra GMP

12 | Resultof Analysis/ Pesyarnrars uposenenng anasizy.
I

' 'l‘c.%l:';f o

LSy Specifications/ Results/
" No. | Howrasianen Cnenudiranis PesyanTarn
Y
o Description Haid gelatinous capsules with eap of brown colour and | Hard gelatinous capsules with cap of
f body of blue colour containing powder of white or j brown colour and boiy of blue colour |
: ‘ N atmost white colour, containing powder of white colour.
Onne Toepal  wenarunosi  waueyan 3 Rpimescoro | Teepat  weaatunoni  wancyin
l J ROPHYNICBOre KOLOPY TA KOPIYCOM CHULOCO KOABODY, | KpHiDeskoo KODHYUHEBOID  KOALO Y
i i woe sicTaTe nopowox Gioro afo maiime Ginore | Ta KOPAYCOM CHHLOIO KOThOPY. 1110
: ! do KoJILOpY. — MICTSITE [10)301H0K Ginoro KOILOY.
‘ 2 | Adentifieation Retention time of main peak on the chromatemam ol Comp!ies
| sample preparation and standard preparaticn obt.lm“ed %
' during the analysis of Assay should mateh s .
i Liewrnginania | Yae yrpasiysanns ocnoniioro niicy Ha \pOM‘lT()l'pﬂMd\ Bf!f 108/
: sunpobyeanoze | candapninozo peduunia oTpumanux y{; |
L i | po3aini «Kiankicue niusHavenusy, mae 3511‘&1’!/;95: o

MACLEODS

Repd, Oftice
PHARMACEUTICALS  Adaota Aveade, Church Road,

91226676280
1912229256509

Phone
Fax

Works
Village Theda, P.O. Lodhiroajm

LIMITED Tehsil Baddi, $istt, Sokan
(TEE) [T, Inclia.

Phone; 01793-236137, 38

Near Leela otel, Andheri-Kurka Rosd,
Andheri (East), Murmbai-<H0) 059, India.

Email : customercaremacleodspharmacorn
Website: wwsw.ntacleodspharmacom
CIN = LZI239MHISSOPLOCOS2H0




NS

_of capsule

Average weight | 290.0 mg 4 2.5 %

289.10 mg

Cepennn aaca
i kancysn

290,0 mr:2,5 %

28910 mr

+ Uniformity in
weight of eap-
sule contents

OnuopianicTs
: L vacn Byiery

i Go oo HeDUIEYR
.5 | Uniformity of
dosage unit

+10.0 % Min : -3.44%
Ma.\‘ s '1‘3.03 )
TR 100 % Min:  -3.44 %, S

Mawxe: +3,03 %

Complies to requirements

Complies

P Oanepianicrn
{ AR
ML P
Disintegration
fime
| Posna

Bianosinac susoram

Birnosiaac

04 minutes 09 seconds

_ie Biabine 30 xp

04 xsuann 09 cewynn

[ Loss in weight Not more than 5.0 % 2.8 %
! ondrying . R
} Brpara sacn He Gianure 5,0 % 2.8 %
. ; L npn ey ) ) . e
i PR s Dissolution Mot tess than 75 %, {(Q)in 45 minuies (98 (2) 96 (3) 97
P e 3 (D99 (5) 99 (697
Porunnmicrs He semue 75 % (Q) 32 45 xo (D98 (2) 9% (3) 97
| ~ & (B9 (599 (6) »
' " Related Individual unknown impurities - not more than 1.0 % Below Disregard Limit
substances Total impurities - not more than 2.0 % Below Disregard Limit
Cynyrni ‘ Ilmuninya.ru,m—)‘f HeR{ZOMOT AOMilKH ~He Binbwe 1.0 % Hirue semi Kinienoro nisusven g
Ny Hisese siowi RibRiCOIO BITDAECH Iy
1 ) I Cyma Aomiinor-ne dianine 2,0 % .
| 10| Assay At refeaser
i From 142.5 mg to 157.5 ng of Erdosteine in capsule 148.41 mg
(95,0 % - 105,0 % of labeled amount) 98.9 %
At regulatory:
. From 135.0 mg to 157.5 mg of Erdosteine in capsule
¢ o (90,0 % - 105,0 % of labeled amount) e
| i Kisexicne IIpu sunayeny:
BINTHAYCHHA Bin 142,5 mr po 157,5 mr ePAGCTEItNY ¥ KANCYH 148,41 mr
(95,0 - 105,0 % pim zannmenirof KinbrocTi) 98,9 %
Hanpuriui mepasiny npHO@IReChI}
Bin 135,0 mr no 157,5 mr EPHOCTRIRY Y KANCYJi
L e [ (90,0 - 105,0 % pin saanaennol innkoeri) o
12 ¥Microbiolo- Total number of aerobic microbial count ({TAMC) -
gieal purity not more than 10° CFu/g <10 CFU/g
Total number of yeast and mould count (’l‘YMG.)M'"“-"‘T-\‘
not more than f0° CFu/g L S Llaeng Ll CFU/g
(- e Escherichia coli should be absent i g;‘_[Tg"n,f the drugs = [ ‘Absent N
AR A
RERL ., S
S P e T T \‘ “ » i i Z S
MACLEODS Regd. Office : Phone : 91-22-Gf6-2800-54./~ Works
PHARMACEUTICALS Aflanta Arcade, Churel Road, Fax 191227292565 ’ Village Theda, I°.0), Lodhimajra

LIMITED

Near Lecla Hotel, Andheri-Ira Road, Email : custor
Andheri (Tast), Mumbai<d00 (59, Indin.  \Website: www.annacleodspharma.con
L L24239MHIVSOPLCOS2049

CIN

reggmacleodspharmacom  Tehsil Buddi, Distr. Solan

(LR 174001, Tndlia,
Phone: (11 793-236137, 38




AT s

aﬂ‘rﬁf

HIRHTEER e

i

e re s e

| | ;\‘!ixépnﬁimm- B npenapati sonyekacreen: i
LTI HCTOTA | 3ATAILIE YBeno acpolnux Mivpooprauismie (TAMC)
—ne Siapwe 10° KYO/r; <10 K¥YO/r
: 3Arajbite HHCRO APiRAMKeBNX T2 wiicnesux rpudis .
; (TYMC) - ne Ginwme 10 KY O/, <10 KYO/r ;
: He ponyckaernes Excherichiv coli v 1 r npenapary, He snaiineno

13 Comments (ifany) | -

Nossewrapi: (npir
o Wagsnoceri). i . .
14 "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 full compliance with the requiremtents of GMP, set by the foeal 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 fite
specifications in preparation for the investigational product. Minutes of production, packaging
) o ) and testing were reviewed and the correspondence GMPs. - _ ‘
Juasisn npo «lUny s piavsepionyio, mo nasesena gime indopsawin ¢ AocToripnow | rounow. 1o cepim
ceprudinanio. npoayruil dyno supobneno (Brmodawan YRAKOBKY / MapKyBanns) i npoBeACHs KOwrpo. . i
AICOCTE Ha BIIE 3A3HAMeH T s B rosnil sianosinnoeri 3 sustoranty GMP, BeTAROB 1@
MICUCBIM PEryANTOPINM OPraloM, A TAKGR Y BIANOBIAHOCT 3i cneungirauisnan, wo micrsrnes |
8 peccTpauifivomy socke ado pecerpauiiiiiomy nocsiavenui wpainn-supobunea abo wpainn-
iMmoprepa, AKWO npoaykuin IMHOPTOBAHA, Yl B AOCLC enenndivaniii na npenapar
aoeiRysaHoro aikapeskoro sacofy. Mpotoronn BHPOGUHUTRA, YIAKOBRN 1a anaaizin Gvig
. neperasiiy o i neTanosBacHo sianosiguaicr, GMP »,

Application for
Certification

15 Name and position / title of the person issuing the permit issue series /
o Upitnure Ta nocasa /ssaunn ocoBur, A Biitaan 4038ET 1A BUNYE cepii,

: Prepared by/llinrorosncuo A Prepared by/Tlepesipeno Prepared b:y‘/ih’l.".lﬁ‘[wn:f_l_'ili‘(‘lIV(VJ
! : . HOI8510 H001422 HO23618
i | Amit Kumar Ramanlal Patel | Jignesh Kumar Rameshchandra Patel Rahul Motilal Bari
[ o 17.10.2023  14:50 17.10.2023  16:27 17.10.2023 | )
i Printed by Poupyrosano : Miral Sureshbhai Bhagat J Printed on/ lata apyxy : 17.10.2023 e {
i This is electronically generated report, henee signature is not required,
| Qe eaercrponnnii 3pir, romy nianne ue norpien, o
MACLEQODS Repd, Office : Phone : 91-22-6676-2800 Works
PHARMACFUTICALS  Atanta Areade, Church Road, Fax  :91.22-292565%9 Village Theda, I"O. Lodhimujra
[LIMITIED Nestr Leela Hotel, Andheri-Kurda Road, Email : customercare@macloodspharmiacom  Tehsil Baddi, Distt. Solan
Anctheri (East), Mumbai-400 059, India.  Website: wyew.racleodspharmacom (FLP) 174100, India.

CIN U24239MIT1989PL.COS20:40 Phone: 81795236137, 3%
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