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Jaboparopisi 3 KOHTPOJHO AKOCTI JiiKapehKHX 32c06iB
TOB "JOBPOBYT-JIIKHJIAB"
Medicines Quality Control Laboratory

*’r@’@@

LLC “DOBROBUT-LIKYLAB”

Ykpaina , 03153, m. Kuig, Byn. Hosropog-Cisepcika, 6y, 3, Hexwraosi npumit|erHs 92, 097-0300797

BucuoBok 1mi0/10 sikocti Ne 1035-24 six 08.07.2024

Hasna apenapary:

PeecTpauiiiamit Homep:

‘Bupobusnreo:
‘Homep cepii:

Posmip naprii Bia skol pisibpano

3PA30OK:
Tepmin npuaaraocri:

Binibpano/onepxano sin:

MU HOCIK iparmi opansi. 3. gpykToBaM cMaxoM; o 15 vt y crasromy
drtaxoni; ito 1 dirakomy 3 rpamyioBAHOIO MiNETKOW0 B KApTOHHIH yrraxosid
1035:24

T'paxype Dapmackiorixane JITI, Iunis

AS240124A

110

03/2027

CHiinfbHE yKpaTHCBKO-€CTORCERE NIANPHEMCTBO Y (opmi TOBAPHCTEA 3
obmMekeitow sinmosinasbuicTio "OnrimMa-Dapw, JITIT", Anteunnii crias
Nel Uenrpansuuit, M.Kuis, Byn.Bopucninkesra, 9-K

BEPX - eninedpuy
TEAPOXITOPHIL

Kinsxicae BusHauSsys -

BEPX - Xnopdicnipamin
Mamear
Ynakoska

Jara opepranun: 12.06.2024
Bup kouTpoaio: Hatpasnenss TAC #ia naGopatopuuii-ananiz (902)
AHJ (MKH, cnemndikanii), MK o PIT Ne UA/S67/01/01
BiNIOBIZHO /10 AKOT IPOBOANTECH
AHANE:
Horaznuru Bumoeu AHH Pesynomam
Onuc IIposopa pifusa Bzl CBiTH0-POKEBOTO L0 POKEROTO KOMEOPY Bignosizae
Taenmudnxauis - BEPX - Yac yrpumysanss nikis denitedpun TIAPOXIIOPUAY Ha Binrnopinae
Deninedpun rigpoxioprs  Xpomarorpami BRIpoGyBaroro Ta& CTAHZAPTHOTO PO3UMHIE,
OTPUMAHUX TIpH KiNbKICHOMY BHIHaUEHHA, TTORHHSH
_ CriBIanaT _
Inenmndikauis - BEPX - Yac yrpimysasus mikie xopdenipavin maneaty ma Biaroninac
Xnoppenipamia Manear XpOMATOFpaMi BUNPOBYBAHOTO Ta CTAHIAPTHOIO PO3UHHIE,
OTPHMAHEX TIPH KiFBKICHOMY BH3HAYSHAN, TTOBNHEH
. - CHIBEAaTH - i
Inentudikania - TIIX - 3navenns RE rwisivu Gapsrika kapMoizuma, oxepikanol Amg Bigmoriiac
DapBHUK KapMoi3uH BUNPOOY BAHOTO PO3YHIY NOBUHHO cniBnazat 3 RE
SHAYMCHAAM IUTAME; O1epikaHol I7s POsYHHY CTAHAAPTHOTO
3paska . .
Cepejsic HallOEHEHAH Hesmenine 15 s Bimiopinae
rakoHy
[TposopicTs [posopuil posdui (HasBHICTS 3aBHCIX YACTOK He Bimrmosinge.
_ TOILYCKAETRER)
Bigkanedns ig + 3% Binmosinae
tepeagsoro ob'emy :
ATORHCHHEN
pH 35-55 o 4.9 pH
Kinskiche BIBRageHig - Ha repmint npunatiocti: 225 Mr - 2.75 Mt (90.0 % = 110.0%)  2.40 mr

Ha repmin mpunatsocri: 1.8 M- 2.2 M (90.0.% - 110.0 %)- 1.8 mr

-3rigra sumor MK

Binnosinae




MapkyBaHii 3rifqEo BUMOT TEKCTY MAPKYBanis Bigriogizae

BHUCHOBKH: [Neperipenuil apasox M HOCIK kpanu Opanbi 3 Gpyxrosy cvaxom; 1o 15 mi y-
crnsioMy (aakxori; no 1 frakody 3 rpaayHoBaHo0: MINETKOIO B KapTOHHEH YHAKOBLI
cepii ASZ40124A srpoGrnuTsa [paxype ®apmacsrotikaic AT/, Iuais wiamosigde

srvoram MEA zo PIT.Ne UA/0567/01/01 34 HapesHuMy BUIES TOXa3HHKaMI

_—trop JECHK




| PHAKOGKY/MADKYRANNS, | KoMmpolib AKOCII™ pogedenull na euyesasnavenomy(ux) eupobHudomy(ux) maddansuxy(ax) e noeiii eionogionacnii 3

b/TARK [FPAKYPE @APMACHIO TIKAJIC ATA]
E-1105, Mpomucsiosa 3o, insnka 111, Bxisaai, Papkacran, pation Ansap, IHZIIS Ten.: 01493-221316, 221387

‘ CEPTH®IKAT AHATI3Y
Kpaina supobuuka: IHJIA Homep peccmpauiiinozo cepmuipixamy ¢ Yxpaini: UAWS67/01/01
Kpatua imnopmiy: YKPATHA Jatna peccmpayits 01.08.2014

Hama nepepeccmpaulk. 30.05.2019
Hama saxinvennn mepminy it pescmpaql) Bescnipokoso

Hazea npoodykmy WITT HOCIK, kpanni-opasiuid 3 Hamep ceplt e
\BpyKntosumM cmaxom )

ximuenuii. inzpedicnm ma  Xnopenipaminy maneam~ 2,0 ,ne/.»m ama eupobiuymea 04/2024

Kinskicmes Ha 0OuHUKIO weflzﬂed)puuy zzdpoxﬂopu& 2,5 mmn '

ldosyeanus

Dopma aunycky |Kpanni: opam:m 3 q‘)prxmoou.w [ mn\ow Tepmin npudamitocnii JI3 10372027

\Poamin ma mun ynaxoaku 135 mny cknaromy d)/::mom Mama sidGopy 3paixis. 127/04/2024

\Homep cepii T AS2401244 o s o e g Aama ananizy y 127/04/2024

Posmip cepil 133333 yhakoexit N1 ) ama suvipexy ... 103/05/2024

Homep cépmudpicamy GPB/2425/QCP/FGQO0167 Hocunanng na "|Brympiuirn

\axocHt whapmaroneto. ... vx w

VTiyensis na eupobnuymeo \Raj 1639. Cepmuighiam GMP OGYEN22135-6/2021

Hazea eupobiuxa [ paxype. Qapmacoomixdic. Jino. Aopeca ' \E-1103, Tpomucacea 30Ha, Qinsnka

. M bxigaoi,  pation  Aneap,
Padacacman, 301019, ndin
N TECT ) CITL‘LIH (DII(AL(I}I PE3YJIBTATH
1 {Otme (.} MK SI/siydnbito) Hposopa pimta Bl].l cmno-pox(csmo J1o po,xcnoro [1posopa pinHia poxesoro Konsopy.
. . KONLODY. .

-2 [lnenTudikauis (n.2 MKsT) Hac yrpumysauus niky xnoptl)empa\mly maneary #a [Hac yrprMyBanHR RiKy xhopdenipaminy mancaty
Xnopdenipaminy manear XxpoMaTorpami Bunpoﬁosyaaaoro PO3YLHY TIOBMHCH [Ha  XpomaTorpami BHIPOGOBYBAHOTO DO34KHHY
(MeTon BEPX) BiZNOBIAATH HaCY YTpHMaRHA niKy Xsoppenipaminy [BirOBifae wacy yrpiuManns riky xnophenipaminy

Maneary Ha xpouamrpam CTAHZAPTHOrO PO3UUHY, [MaIeaTy Ha XpOMaTOrpaMi CTaRIAPTHOrO PO3UHHY,

b OTPHMAHO. TTPH KiSIbKICHOMY BH3HANCHHI, K OTPUMANO NIPU KiJIBKICHOMY BU3HAYCHHI,
[Deninedpuny rigpoxnopun Hac yrpuMysanns riky peninedprny ripoxnopiay . (Hac YTPUMYBaHIA niky teninedpuny
(Meroa BEPX) Ha  XpomaTorpami  BUNPoGOBYBAHOTO PO3UMHY- [FipoXnopuay Ha XpoMaTorpami

nosuien  BiNOBitATH uvaCy yrpumannA niky. [BAnpoGosysaHoro. postumy sianosigac uwacy
eninedpuny  rinpoxnopuay Ha. xpomarorpaMit [yrpuManys niky deuinedpuny rinpoxaopuay ha
CTABAAPTHOPG  PO3YHHY,. MK: OTPUMAHO  NPH. XPOMATOTPAMi  CTAlAPTHOTO  PO34YMHY, 4K

KifibicHOMY BH3HaueHHi. OTPHMAHO:NPY KiNbKICHOMY BU3HAYCHHI.
BapsHUK KapMOT3HH Buavenns Rf  rinsMi Gupsinka  Kapmoiduna, [Buauenns Rf  nnamu Gapshuka KapMoOidiHa,
(meton TLIIX) OAEMKAHOT NS BUNPOBOBYBANOIO POIUMNY MIOBHHHO |OAEPKANOT IR BUIIPOGOBYBAHOIO  POIUHHY
criisnanaty 3 RT 3naueHusy nnamn, onepmxauol ans jenisnanae 3 RIT 3HA%CHHAM nIsMH, oACpxkaHol ana
[PO3YIIHY CTAHAAPTHOIQ:3palka, 03YHHY CTAHAAPTHOrO 3paska.
3 [Cepenne HanosueHns (prakony He meniue 15 :Mn ) 15,2Mn
(n.3 MK
4 [[Tposopicts (n.4 MKS) ITpozopuii posum (HAABHICT 3aBUCAHX UaCTOK He (IIpo3cpuit po3unH 63 wacTok.
InonycKaeTLes). . )
5 [Biaxuneunsa il cepeAHLOrQ B 5% Bijt ~1,32% 10 +1,97%
06" emy 3anosrenna (.5 MKST) . i
6 IpH Bpur.dapm. (1.6 MKS) 3,5-55 4,58
7 (Cynposinui aomiku Bput.dapm,, -
merox TLIX ’
- xnopdieipaminy maneat e Ginbue 0,5 % Binnosinae
- pesinedpuny rigpoxstopus He Gissiwe 0,5 % ) BijsioBinac
& [Kinbkicue Bu3tiauerus “{Ha-MomenT sunycxy [Tpordrom TepmiHy
Bpur.@apm., Meton BEPX .. Inpuuartocri -
- xnoptenipaminy Manear 1,90 Mr — 2 10:mr 8 M =2,2 M1 1,99 Mr
Bpurbapm.. . - (95.0% - 105,0%). ___|(90; 0% - 110, 0%) 99,5%)
--eninedpuny. rinpoxaopur 2,375 Mr~2,625 mr 2,25 Mr 2,75 Mr 2,58 mr
Bpir.dapu. (95,0% --105,0%) (90,0%:- 4 10,0%) 103,2%)
9" MikpoGionoriuna yucrora 3armisia Kinskicts aepobuux  Mikpoopranismis 20 KYO/Ma

Cop.dapm. 26,12, 2.6.13,5.1.4 (TAMC) = e Ginsue 102 KYO/Mn
3aransHa  KELKICTS. AphKANOSHX Ta. naicHaeux [<I0KYO/un
rpubis (TYMG) - ue:Ginsnre 10" KYO/MA
“{Escherichia:coli = sigeyrnicre.s | My Biacythie | Ma-

KaMeumapr 3PAI0K Cepil 8ION0GIOAE HaneHcHOMY crandapIiy SkoCni 32i0H0 3 HYMpitHEOI0. cHeyudbikaiicio.

Ymosu 36epizannas-36epicamu npy memnepaimypi ve gutye 25-°C e opuzinanvititt ynakosyi'y Hedbcmyniioiiy ona oimeil micyi.

Cepmudirania: « Lum 3aceiduyio, wjo nagedena surye ingopuaria ¢ cnpasxenvoio.i mounor. L{s-cepis npodyrmy Gyna auzomoeneHd, akaouaony

aumozamu GMP aicyesux pezynsimopnux. opeanig-ma 32i0u0 31 cneyughixayismu, erasanumu y peecmpayiiinomy nocaioverui nikapesxozo 3acoby
xpalnu-imnopmepa aGo cnevugbikayicio na. docridNcyeanuii nisapcokuii 3uci6, Bupobruymeo, ynakoska md ana/n? cepil nepezaswymo ma
BamMeeEpOscena HA.sionosionicms eusozam GMP».

Ananizogaro llepeésipeno 5, X32000ic60
s i g ' st [ykews Kayuiur Um’gf w5 Cinex:
focada m@&lwfu wuii cuisposinmur: llocada \Kepistiuk komanou |7, @07 ‘eplenu
,éj; L Y __r kotmponto akocmi ) * NPxon ey
ionuc/llgpta” YiTionuc/ 03/05%4 Mionuc/fama  VHionuc/03/05/2024 s &exiTama i'
- WITXETCREPE S QT
I{??hazxaqiﬁ nerasuuiTea "Mini Xesckepe Jlimiten" B Vipaiui) W“ «f},% o (f
oM Mmaricrpa KB N 46023211, Bunanuit 15.02. 9(,:? gi‘bmc'r Q‘? Kknaa™)
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GRACURE PHARMACEUTICALS LTD.

E-1105, RIICO Industrial Area, Phase-lil, Bhiwadi, Alwar (Ra].) INDIA Phone : 01493-221316, 221387

Manufacturing Country: INDIA
Importing Country: UKRAINE

CERTIFICATE OF ANALYSIS

Reg. certificate I Ukraina: UA/0567/01/01
Date of Rogistration: 01/08/2014

‘Date of Re-reglstration; 30/05/2019

Date of Expiry: Unlimited

Product name MILI NOSIK Oral drops with fruit Lot No. osne
flavour

Active ingredient and amount per unit Chlorpheniramine maleate 2.0 mg/mi .

e ? Phen j‘/,/ep'lir)ne hydrochioride 2.6 meymi | W9. Date April2024

Dosage form Oral drops with fruit flavour Exp, Daté March'2027

Package sizo and type 15 miin glass bottle Sampling Date 27/04/2024

Batch No. AS240124A Analysis Date: 27/04/2024

Batch Size 133333 Packs of N1 Release Date 03/05/2024

QC Appr. No, GPE/2425QUPIFGQI00167 Pharimacopieal Ref, In-House

Manufacturing authorisation Raj 1639 G.M.P, Centificate OGYEN22135-6/2021

Name Gracure Pharmaceuticals Ltd, Address £-1108, Industrial Area,
Phase Il), Bhiwad), Alwar
Distrct, Rajasthan,
301019, Indis

Sr. No. TEST SPECIFICATION RESULTS

1 Description, (P1.MQC/Visually)

Clear liguid from light pink to pink color,

Clear liguid from pink color,

2 Identitication (P2.MQC)
- For Chlorpheniramine Maleate
{by HPLC)

The retention time of the peak for Chlorpheniramine Maleate in the
chromatogram of sample preparalion should correspond to the
retention time of the peak for Chilorpheniraming Maleate in the
chromatogram of standard preparation as obtained 1n ke Asgay

The retention time of the pazk for Chlorpheniramine Maleate
in the chromatogram of sample preparafion coresponds 1o
the reiention time of the peak for Chlorphenirarnine Maleate
in the chromatogram of standard preparation as oblained in
lhe Assay,

- For Phenylephrine Hydrochloride
(by HPLC)

The relention time of the peak for Phenylephrine Hydrochioride in
the chromatogram of sampla preparation should correspond to
the retention time of the peak for Phenyliephrine Hydrochloride in
the chromatogram of standard preparation as obtainedin the
Assay.

The retention time of the peak for Phenylephrine
Hydrochloride in the chromatogram of sample preparation
corresponds to the retention time of the peak for
Phenylephrine Hydrochlarlde in the chromatogram of
standard preparation as.obtained in the Assay.

-Colour Carmoisine (by TLC)

The Rf value of the colour Carmaisine spot oblained for the
sample preparation should corresponds (o the Rf value of the spot
obtained for the standard prepration

The Rf value of the colour Carmoisine spot obtained for the
sample. preparation corresponds to the Rf value of the spot
obtained for the standard prepration

3 Average fill of a vial (P3.MQC)

NLT 15 mi

16.2 mi

4 Clarity (P4.MQC)

Clear solution (the presence of suspended pardicles is not
allowed)

Clear solution No pariicles presence in solution,

5 Devialion {rom the average fill volume +5% +1.32% to +1.97%
{P5.MQC)
6 pH BP, (P6.MQC) 35-55 4.58
7 Related Impurities BP, TLC
-Ch!orphenintamine Maleats: Not more than 0.5% Complies
-Phenylephrine Hydrochloride Nol more-than 0.5% ’ Complies
8 Assay BP, HPLC Atthe time of Release During shelf life
Chiorpheniramine Maleale BP 1.90mg - 2,10mg 1.8mg -2.2mg 1.89.mg
{95.0% = 105.0%) {90.0% - 110.0%} {99.5%)
Phenylephrine Hydrochloride BP 2.375mg - 2.625mg 2.25mg -2:75mg 2.58mg
{95.0% - 105.0%) (90.0% - 110.0%) {103.2%)
9 |Microbiological purily Total Aerobic Bacterial Count (TAMC) - NMT 102 cfu/m 20 cfuiml
EP 2.6.12,2.6.13,5.1,4 Total Yeast & Mould Count (TYMC) - NMT 10* ¢furmi =t0cfu/mi

Escherichia coli - absence in 1 mi

|Absence in 1 mi

Conunents: The baich complies fo the prescribed standards of quality as per in-+House specification,

Storage: Store al a place below 26°C, in original packing, away from children.

with GMP.*

Certification statement: | hereby certify that the above infarmation is authentic-and accurate. This batch of product has beén manufaciured; including packagingdabelling and quality

control at the above mentioned site(s} in full compliance vith the GMP rrguirements of the locat Regulatory Authoiily and wilf the speciiications in the Marketing Authorisation of the

importing country or product specification file. for Investigational Medicinal Products. The balch processing, packaging and analysis records were reviewed and found to be in compliance

e

Analysed by Checked by Approved by

i Name Name Mukesh Kaushik Name ! Upendra Kumar Singh 5
Designation Designation Te; ‘Cader-QC . Designation anager-QC . ;
Sign/Date Sign/Date p:” ﬂ@ SIQ,OQ”V SignDate y //eralér"

) > ’ ) :

CIN : U24232DL1992PLC048002

:251-254, lind Floor, DLF Tower, 15, Shivaji Marg, New Delhi-110015 (INDIA)
Phone :011-47770800 e-mail : info@gracure.com, gracure@gracure.com



JEPXKABHA CJIIYKBA 3 JIKAPCbBKHUX 3ACOBIB
TA KOHTPOJIIO 3A HAPKOTUKAMMHM y m. KUEBI

npoe. Haait Ceitnuunoi, 3, 02099, ten. (044) 295-26-85
E-mail: dIs.kyiv@dls.gov.ua, Kon €PIIOY 37079055

BUCHOBOK
npo sIKicTh BBE3eHOro B Y KpaiHy JIikapebKoro 3acody

18.12.2024 Ne 68248/24/26

MLJII HOCIK,

(HaliMenyBanis JikapcsKoro 3acofy 3riaHo 3 peceTpaliiHUM NOCRIA4CHIAM)
KPani opajbHi 3 GpyKToBHM CMAKOM, 0o 15 Mur y exasinomy daakoni; no 1 Ppaaxony 3
rpaayiioBanoio nineTkolo B KApToHHiii ynakosui

((popma BUITyCKY, 103y BaHHs, B NAKyBanus likapcskoro 3acoby)
Homep peectpauiiinoro noceinuenns UA/0567/01/01 crpok aii peectpauiiinoro nocsinuens HeoOMeKeHHH
Cepis nikapcskoro 3acoby Ne AS240152A KinbkicTs BBe3eHOTO Nikapcbkoro 3acody 27500

BupoGHuK "T'paxype Papmaceiorikasic JIT[",. Tuais

(naiiMeHyBaHHs BUPOOHUKA Nikapehkoro 3acoly, KpaiHa NOXOKEHHS)

BeeseHo B VipaiHy CrijibHe YKpaTHCLK0-eCTOHChKE MIANPHEMCTBO Y (opmi
TOBAPHCTBA 3 00MEkKEN010 BiAMOBiAAALHICTIO "Onrima-Dapm,
JIT/1", inenr. kon: 21642228

(naiiMenynanns Ta ko 3a CIAPTIOY wpruanynoi ocobu abo npizsuile, iM's, no OaTeKOEBI
diznunoi 0cobu - nignpuemus, i Micue NPOKHUBAKHS Ta PECCTPALHNA HOMEp obnikoroi
KaPTKK NIaTHKUEA NOJATKIB abo cepia Ta HOMEP nacnopTa)

IMpoTokoa Bizyansnoro kontposmo sia 18.12.2024 Ne 4268/4.

JlaGopaTopHHuii aHani3 aKocTi Jikapcbkoro 3acoly 3nificHeHuii:
JlaGopaTopis 3 KOHTpOITIO sikoCTi NikapceKkux 3acobis TOB "INOBPOBYT-JIIKUJIAB" (m.
Kuig, Byn. Hosropon-Cisepebka, 6y1.3, HEXKHTIOBI IPHMIIIEHHS 92)

(naiiMeHyBaHHs Ta MicLe3naxopkenua naboparopii, 1o npoeena siabopaTopHuit aHai3 akocTi)

BUCHOBOK LIO0 AKOCT fikapehkoro acoBy, siaruii naGoparopicio six 08.07.2024 Ne 1015-24
PesynbTaTh 1aGopaTopHOTo aHasli3y AKOCTI Aikapchkoro 3acoly 3a NepeBipeHHMHU NOKa3HUKaMH
BiANOBIAAIOTE BUMOramM METOIB KOHTPOIIO AKOCTI (AHANITHHHO-HOPMATHBHOT 1OKYMEHTALLIT).

3a pe3yapTaTaMu  JIEPHKABHOr0 KOHTPOJIKO BCTaHOBJCHO, 11O nikapetkuii 3aci6 BsescHo B VYKpaiHy 3

AOTPHUMAaHHAM B OHONABCTBA LIOAO 3a0e3neueHHs SKOCTi X 3aco0is.
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CEPTHDIKAT AHAAIZY
Kpaina supobuura: 1A Hosep pecempauifinoea cepmudiikamy e ¥xpatni: UA/367/61401
Kpaina issnopmy: YKPATHA Aoama pecompanit; 41.08,2014
ama nepepecempanit: 30.45.2019
Jama yaxinaenns mepxiny Ol peecmpanil: Gesemporosn

Hugua npodykay Mt HOCIK, kpandd oposeni s Hosep cepii

ppremons cstanay .
Awmugnnn inepedicnnm ma Neopdendpasiny saaeam - 0 wxsta Jlama supobnnwmea 14724324 i
KIZORICHIL 1 OdRIHY @eniacdynaty cidpociopud ~ 2,5 miua
DOIGMIH
DOPMG BHHYCKY Apanal ppaasni 3 pvemoria caaves  Tepstin npedavaoemi A3 432027
Poasip may prent ynasosky S sy oxssw s haaximd dama giddopy 1paixis ) » :
Hosep cepil f\ 1521 ) - dama anaiiy Lgas 202
Paisip copif ilama sunyery {0:43:2004
Hoxep coprudisany : Hocaana i Pievmpivins
st A %
Aiensia na supobnuymao  Had (639 N (('pmm/i))«.mn GMP OGYEL 22350 ) '
Hawa supodnusa //rux_v,w Despsacmonixa e Adpeca f IS, o Mannn
§ ; , /1 Bxinaoi. Parion Avaap,
: ‘ : Audin :

TECT CHEHTRIEALT PEINILTATH
bo0sue (n 1 ME SR davivimue) LIPOTGNG PLENE IR CRECIOPREECROID 10 poskepnrn HIpoIopa plansa poResoro Keasiopy.
KOSLOPY

o dnaensdixkanes (o2 MK
aopdieRpaviny Maseay

s BEPY)

CVIPHMYBRIHG Ry naoperipiy w e YIPHMY RIS MK XACpPesipaMiny saiear
POMGT I REEPADIGAVBELID POTIRHY HDBHBCH HE  XPOMATOIPAaM:  BEOPOBOBYBEHDIT  POTTHHY
ATOBEAG T HACY YIPUMAHIE TIKY IOpGCipinny  RIANORLAAL MACY YTPIMEHES THRY XA0pdetipaviny
WY N XPUMATOIPASG CYRIAOI0ONG POIMHIGY,  MICBTY 1R \p(\vu'ml'puui CTHITAAPICHO SO ORIy,
3 HKCSTRIMENO HPK RLTLKICHEY BHAHAYCHIL RK OTPHMANO AR RETLKICHOMY BUSHICH
LSRRI Hag veprsaysitinia sy heue

herneds

xpxm\ siapoxaapriy MHac VTP MY RN A [N e mj)pum

ug o BEPNG N NPOMATUTPES BULEO DOPTRY B LAPOXIOEIAY Ha NPAMATDEPIM
THOHBECH Bt IR} 4. VIS FHRN N”Hl'\\'\{\":ﬂ}i]{“li':\,i'l ;‘,{\l‘l\{ll:y' SULTOREE RE T
Peraaehpn FAPOXIOPICYY 6 XPOMIIGTRAM Mpesnc Ky eiaaedpiiey rapaxaopiay o
CLGRPTHONO  POTHHI.  $K DIPHMEE PN KPOMATOPIML  CTANAIPTROTO  posiimy.  dK
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JTEPJKABHA CJIYXKBA 3 JIIKAPCbKHX 3ACOBIB

TA KOHTPOJIIO 3A HAPKOTUKAMH y m. KHEBI

npos. Haaii Csitanunor, 3, 02099, ten. (044) 295-26-85
E-mail: dls.kyiv@dls.gov.ua, Kon €IPTIOY 37079055

BHUCHOBOK
npo sKicTL BBE3¢HOro B YKpainy JIiKapeLbKoro 3acoly

03.02.2025 Ne 4762/25/26

MIJII HOCIK

(HadiMenyBatHs NikapcLkoro 3aco0y 3rito 3 peccTpaitiHunm T0CBiAUEHHSIM )
Kpani opajbui 3 ppykToBum emakom; o 15 ma y exasinomy ¢uiakoni; no 1 guraxony 3
rpajiyioBaio MiNneTKoro B KapToHUii ynakosui

((hopMa BHITyCKy, 103yBaHHs, BHI N1aKyBaHIsH TiKAPCHKOTO 3ac06y)

Howmep peectpauiitroro nocsinuenns UA/0567/01/01 crpox aif peectpauiiitoro nocsinuenns He0OMEKEHUH

Cepis nikapcbkoro 3acoby Ne AS240153A Kinbkicrs BBe3eHoro Jikapehkoro zacoby 5500
BupoGHHK I"paxype @apmaceiorikainc JIT, Tnuis
(nadiMenyBatis BUpoGHHKa JlikapebKoro 3acody, kpailia NOXo/DKEHHS)
Beesero B Vkpainy Crnijiblie yKpainenLKo-¢CTonehKe NiAnpHemMeTno y Gpopmi rosapucraa
3 ooMeken oo Bianosinaannicrio "Onrima-Papm, JITA", ineur. xon:
21642228

(naitmenrysanus ta kot 3a CAPTIOY 1opramunol ocobu abo nipissuule, iM's, no 6atbkosi Gisuunol
0co0H - anpuemis, i Miclie IIPOKKUBANNS Ta peccTpautifinui Homep 06iK0BOT kKapTKH TIaTHHKA
nojaarkis aGo cepist Ta HOMEp nacropTa)

TpoTokoa Bisyansioro konrposio sia 16.01.2025 Ne 65/01.10-25/4.

JlaGoparopHuit ananiz skocTi Jikapchkoro 3acofy 3aificHeruit:

JlaGopaTopist 3 KOHTPOJIIO sikoCTi Jlikapebkux 3aco6is TOB "JJOBPOBYT-JIIKNUJIAB" (M. Kuis,
Byn. Hosropon-Cisepebka, Oy1.3, HEXHUTIIOBI IpUMIEHHS 92)

(HaliMey BaHHS Ta MICLE3HAXOMKEHHS aGOPaTOpil, 1110 NpoRena nabopaTopHuii anais Skocti)
BUCHOBOK W00 AKOCTI Jikapchkoro 3acofy, Buaanuii nadoparopieio sin 30.01.2025 Ne 90-25

PeaynbTaThh NabopaTopHOTo aHanisy AKkocTi Nikapchkoro 3acoby 3a nepesipeHuMin nokasinkami BIANMOBIAAI0TE
BMMOIaM METOMIB KOHTPOMIO SKOCTI (aHasiTHIHO-HOPMATHBHOT IOKYMEHTaLIT).

3a pesyibTaTaMM [ACPKABHOTO KOHTPONIO BCTAHOBACGHO, L0 Jikapcbkuit 3aci® BBeseno B YipaiHy 3
AOTPHUMAHHSAM BUMOT 3aKOHOJABCTBA OO 3a0e3neyeHHs SKOCTI JIIKapChkMX 3acobiB.

/ﬂ Bikrop MAXHOBELID

(ninnuc) (iuitiany ra npissuine)




BIAHK [FPAKYPE @®APMACBIOTIKAJIC JITA]

131108, [posucaona sona, gizsuka 1L Bxisagi. Pajucacran, paiton Aasap, HIL Tes: 01493-221316, 221387

CEPTHOIKAT AHAII3Y
Kpaina suponura: [ Honep peccimpanianozo cepmuhicamy ¢ Yxpaini: UAS67/01/01
Kpatna isnopmy: YKPATHA Hama pecempayiis 01.08.2014
Hama nepepecempayit: 30.05.2019
Hama sarinaenna mepminy i peecmpayii: feicmporoso

Hazsea npodyrmy M HOCIK, kpanai opaaoni 3 Hovep copit e

s g e (ppYEMOBHM CHAKOM ;

Awmuanuic inepedicum ma Xaopdettipasing siaeam - 2,0 s/ ama supodnuyniea 042024

KEABKICIID 1 00K Deniaedipuiy ciopoxaopud - 2,5 malsi

OOIVEANIA ...

Dopsia BUNYCRY Kpanai opatond 3 pysmosiar cxarost | Tepsin npudamnocni 3 103/2027

Posvip n 1 ) IAKO8K S ALY CAHIOAY (haaroni \lama siddopy spaskie 0415,2024

Hoyep cepil AS2:401334 Hama atiaaisy 19/05/2024

Possip cepii 133333 vnaxoeru NI Jania eunyexy 100572024

Hostep ceprudpinamy P R2425:QCPAGOAN0222 Hocuaanns na Buympiwis

sRocmi dapmaronero

Hivensin na supoduuymso  \Raj 1639 Cepntupinam GMP OGYEI22135-6/2021
Hazen supobnury I parype Papsacoiomisaic Jmo. 40peca [5-1103, Hposucrosa 3oua, diassa

/1l Dbxigadi,  paton  dreap,
Pad.ycacman, 301019, Indis

TECT L CHENHDIKALLTH PE3YILTATH
Orie (001 MESIZByingo) ITposopa pulia si CBITAO-POmEBOra A0 poikesoro | Ipo3opa pliuia poikesoro Koithopy.
el OARORY
fernndikans (1.2 MKS) Hac yepuaysatiist iKY XaopeipaMiny saaeary na |Mac yrpusysanns niky xaopdenipaminy mancary
Xowphenipaminy majear NPOMATOrPAMT BUHPOBOBYRUANOND POBMNOY HOBRUCH [HA  XPOMATOrpaMi  BHIIPOGOBYBAMOIO POZUHHY
(veron BIEPX) REANOBEATE MACY VIPRMAHDS DRy Xaopeipaminy  [BIANOBIAAC yacy yTpiMants niky xaopenipasiny
MAICATY 1B XPOMATOIPAMI CTAHIAPFHOTD POTIHIY.  MAICATY 1A XPOMATOIPAMI CTAHAAPTHOIO POIUHNY,
SR OTPHAHO (] KEILKICHOMY B3 L LK O IPHMALIO NP KEILKICHOMY BiL3HAUCIHI.
CHICPPREY TEAPOXIOPHE Uac yepusyRars iRy (peuinedipuny rapoxiopiay  Hace YTPUMYBALHIA iRy (eninedpuity
(aeroa BEPX) Hi XPOMXTOUPANME  BHUPDOORYBALOID  pOIRIAY  PLPOXAOPHAY It} NPOMATOIPAMI
: DORIICH  BUIIOBLIATH 4aCy  VIPHMAUNIN Ry BHOpoBOBYBANOIO  DOBHINGY  BIANOBLIAC  wacy
dheniaedpiiy  FAPOXIOPIY M@ NPOMATOEPAME  [YIPUMAHHA NIRY (QCHIACPPIIY 1APONIOPHILY Ha
CTULIIPTION  PO3UMIGY,  SIK QUPHMAIO APt [XPOMATOIPaMi  CTAHAAPTRORO  POIYHHY, K
— KiZ(BRICHOMY BIESHAUCIHI OTPUMANO NPU KIABKICHOMY BIFIHACHINI,
Bapuiie Kapymoisi Buaseuns REC oassie Gaprunka kapsotsnna, [Buavenns R naavn Gapsuika kapmoisuia.
(ve e THIX) 0 1CaN0T LB BLEPODORYBANOIO POSHINIY HOBHNNO  icpKanol o 8HNpoSosysanoro  poiuiny
CHBIAAATI O RE SHAVCHIINN HASME, DACPIKAHOT 1R CIHBIAAAC 3 R 3HAUCHUAM SLARMH. QHCDPKEHO! L%
b NOTYIHIY CTALRAPTHOIO JPalKa DOIHNHY CTaHABPTHON 3paska
3 e [e menme 15 M 15,1 M
AAAAA (.3 MICSH
1 Hposopicrns (1.4 MKSH) 1 [(posopuit pozusi (sansiicrs 3asucanx yactor ue  [Tposopuit po3uii §e3 Hactok.
PLONYCRACTBLH ),
5 BIAXIACHIS 11 COPEHBOTO b 504 i/ -0,66% no +2,65%
o0 oy sanostens (1.5 MIKH)
6 ipH Bpuehapy. (n.6 MK 3.5 ~35 4,63
CyipoRiu oMK bpiredapy.,
seton THIX
CCtopfPaMINY Mt 1ie Giome 0.5 2% Bianosiac
penciedipimy riapoxiopin lle Sime G5 1311110815140
KU Riche sisinaieans 11 MOMCHT BIEIVUKY T Iporsieos repany
Bpure apy. siero BEPX HPHAATHOCT
- XAophenipaning Masear 1.90 s = 2,10 18w =22 w 12,0 m1
1oy hapy. (O3 Sl (90.0% - 110.0%) (100.0%)
- heracdipuny rapoNiopn, 23 2 225w = 275w .58 i
Dy apy (9% 0% - 103.0%) €90.0% - 110.0%) (103.0%)
MIRPOOIOIONI I HCTOTa Baraanna KULKICT  acpodnny sukpoopramiags (10 KYO/va

Cup.Papae, 2,612, 2.6.13,3.14 CEANCY = e Biawme 107 KYOim
; Jarainna KK  ApacukoBrx e naicussinx <0 KY O/
rpuGin (FYMC) - e Siane 10 KYO/M
; lischerichia coli - mizcyriicrs s |y Bijacyriis | sma
KOMCHMapis spasor cepil 6I0HORIOCC HAACHCHOMNY CINANOUINY AROCHL 3XQHO -3 BHYNIPIIBOIO CREYUIRAYICI.
Yo sdepioains; 3oepioami npu meansepamvpi ne guuge 23 °C ¢ opuzivaasiii yaaxosyi ¥ 1edocnynnoly oas dimeli sicyi.
Cepruihiranin: « s sacaionvio. wo nagedena sige Hopaaiist © crpasxcnbor 1 mounow. Lid cepis npocysmy 6yaa 6U20M06end. BRI
L NARDBKYMAPKYGAIUA. | KOUMPONG AKOCIE 1P0GE0CUil 1T SLe3asanenoy(ux) supodnuosy(ux) satidansusy(ux) 6 nosuiti sionoaidiocn 3
aviodann GAP XCyeaux peyusunopiux 0paanis ma 32i0n0 34 CHRUNPINEpSIALL GRAMIUMY Y Pecempayiiinosy NOCRIONEHNT MKAPCLRO20 IACOTY
PAROPIMEPQ aB0  CneyuPIRAICIo 1 JOCATOICY Ul AIRIPCORLG 3ACiG. BUpoSinnpmeo. YIGkOeKd ma andiis cepit nepecasiymo  pa
SRR CCHE MU SIONGBINNENITL RUAG2GA QL[ 0.

Angaizoeano Hepeaipeno Y3e00axceno
2 (’r&k 4151 Myxew Kysap a1 'st Hocendpa Hpacad DNyama
\‘%\ suronaenndi |llocada locuda Kepienuk eidoiny
% 3 KOURIPOAIO AKOCHI
Jiiontic floma  Flionuc: 1005 20024
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RACURE PHARMACEUTICALS LTD.

E-1105, RICO Industrial Area, Phase-lll, Bhiwadi, Alwar (Raj.) INDIA Phone : 01483-221316, 221387

Manufacturing Country: INDIA
Importing Country: UKRAINE

CERTIFICATE OF ANALYSIS

Rey. cerlificate in Ukraine: UA/O567/01/01
Date of Registration: 01/08/2014

Date of Re-registration: 30/05/2019

Date of Expiry: Unlimited

Product name MILINOSIK Oral drops with fruit LotNo. e
flavour

Active ingredient and amount per unit Chiorpheniramine maleate 2,6 mg/ml RSN

dose Phenylephrine hydrochloride 2.511175//117/ Mig.Date ADHEZOLT

Dosage form Oral drops with fruit flavour Exp. Date AMarch'2027

Package size and type 15 ml in glass boltle Sampling Date 04/06/2024

Batch No. AS240153A Analysis Date 09/05/2024

Batch Size 133333 Packs of N 1 Release Date 10/05/2024

QC Appr. No. GPBRA2G/QCPIFGQIO0U222 Pharmacopieal Ref, In-House

Manufacturing authorisation Raj 1639 G.M.P, Certilicate QCYEN22135-6/2021

Name Gracure Pharmaceaticals Lid, Address E-11086, Industnal Area,
Fhase i, Bhiwadi, Ahvar
District, Rajasthan,
301019, India

§r. No. TEST SPECIFICATION RESULTS

i Dascription, (P1.MQCNVisually)

Clear liquid {rom light pink to pink colar.

Clear liquid from pink color,

2 ldenlification (P2.MQC)
- For Chlorpheniramine Malcate
(by HPLC)

Tz retention Yime of the: peak for Chlorpheniramine Maleste in
the chromatogram of sample preparation should correspond 1
the retention time of the paak for Chlorpheniramine Maleate in the
clromatogram of standard preparation as obtained in the Assay.

The retention time of the peak for Chlorpheniramine Maicate
in the chromatogram of sample preparalion cotresponds o
the relention time of the peak for Chlogpheniramine Moleate
in the chromatogram of standard preparation as obtained in
the Assay.

~Far Phenylephring Hycdrochloride
(by HPLC)

The retention time of the peak for Phenylephrine Hydrochiaride in
the chromatogram of sample preparation should comaspond to
the retention time of the peak for Pheaylephirine Hydrochioride in
the: chromatogram of standard preparation as obtained in the
Assay.

The retention time of the peak for Phenylephine
Hydrochloride in the chromalogram of sample preparation
corresponds to the retention time of the peak for
Phenyiephrine Hydrochloride in the chromatogram of
standard greparation as obtained i the Assay.

-Caleur Carmoisine (by TLC)

The Rf value of the colour Carmoisine spot obtained for Hhie
sample preparation should corresponds to the Rf value of the
spot obtained for the standard prepration

The Rf value of the coiour Carmuoising spot obtained for the
sampie preparation corrgsponds to the Rf value of the spat
abtained for the standard prepration

3 Average fill of @ vial (PAMQC)

NLT 15 ml

15.1 mi

4 Clarity (P4.MQC)

Clear solution (the presence of suspended particles is not

allowed)

Clear solution Mo particles presence in soluticn.

5 Deviation from the average fill volume & 8% «0.66% to +2.65%
(P5.14QC)
) pH BP, (P6.MQC) 3.5-55 1.65
7 Related |mpurities BP, TLC
-Chiorpheniliaminm Maleaiez Mot more than 0.8% Complies
-Phenylephtine Hydrochloride Naot more than 0.5% Complies
8 Assay BP, HPLC Al the time of Release During shelf life
Chlorpheniramine Maleate BP 1.80mg - 2.10mg 1.8mg -2.2mg 20mg
(85.0% - 105.0%) (90.0% - 110.0%) (100.0%)
Phenylephrine Hydrochlorige BP 2.375mg - 2.625mg 2.25mg -2.75mg 2.58mg
(95.0% - 105.0%) (90.0% - 110.0%) (103.0%)
9  |Microbiclogical purily Total Aerobic Bacterial Count (TAMC) - NMT 10% efuimi 10 cfulml

EP 26.,12,2.6.13,5.14

<10 cfu/mi

Total Yeast & Mould Count {TYMC) - NMT 10° cfuimi

Absence in 1 mt

Escherichia coli - absence in 1 ml

Comments: The baich complies to the prescribed standards of quality as per In-House specification,

Storage: Slore at a place below 25°C, in original packing, away from children,

Certification statement: "l hereby certify that the sbove information is authentic and accurate. This baich of product has been manuiaclured, including packagingAabeliing and quality
control at the above rentioned site(s} in fulf compliance with the GMP requirements of the local Regulatary Auihority ancl with the specifications in the Marketing Authorisalion of the
importing country or product specification file for Investigalional Medicinal Products. The batch processing, packaging and analysis records were reviewed and found fo be in compliance

with GMP."

Analysed by Checked by Approved by
Name Santosh Kumar Name Mukesh Kumar Name ‘ Yogendra Prasad Gupta
Designation Sr. Executive Designation Team Leader-QC Designation Asst. Manager -QC
s B 2},(
o2 \a M \'&"
Sign/Date ,»a-i””” o A3 Sign/Date \% 7] Sign/Date %/
g ofostv >l o \%/\‘V A

Regd. Office : 251-254, lind Floor, DLF Tower, 15, Shivaji Marg, New Delhi-110015 (INDIA)
Phone : 011-47770900 e-mail : info@gracure.com, gracure@gracure.com

CIN : U24232DL1992PLC049002
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