JNIEPKABHA CJIYKBA 3 JIKAPCBKIX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTHKAMM Y KHiBCHKINA OBJIACTI

npos. Ceitanunoi Hanif, 3, m.Kuis, 02099, Ten/dakc: (044) 576-40-41
E-mail: dls.ko@dls.gov.ua, Kox €APTIOY 37078774

BUCHOBOK
Npo SIKicTH BBe3eHOro B YKpaiHy JikapcbKoro 3acody

03.01.2025 Ne 69753/25/10

CUHI'YJIAP®

(1aliMenyBaHHs J1iKapCLKOr0 3ac00y 3rilHO 3 PEECTPALL HHIM [TOCBI4ECHHAM)
TaGJeTKH )KyBaJbHi no 4 Mr; no 14 Taéaerok y 6aicrepi; 1o 2 GaicTepu B KapTOHHiH KopoOui
(popma BHRIyCKY, LO3YBAHHS, BHJL NAKYBAHHS JIIKAPCHKOTO 3acoby)

Howmep peectpauiitioro nocsizuenns UA/10208/01/01 crpox aif peectpauiiinoro nocsinuerits 01.01.2099
Cepis Jsikapeskoro 3acoby Ne B114213 Kinbkicts Be3enoro Jikapebkoro sacoby 1080

BupoGHHK Opranon Xeiict 68, besnbris
(HaiiMettyBaiHs BUpOGHHKa Jikapcbkoro 3acoby, kpaiHa MIOXODKEHHST)

Baescro B Yipainy CninbHe yKpaiHCbKO-eCTOHChKE NMPHEMCTBO Y (hopMi TOBAPHCTBA
3 oGmeskenol0 BignosinanbuicTio "'OntiMa-Papm, JITH", inenr. koa:
21642228

(HaiimenyBatHs Ta koa 3a €JPTIOY topuumyHoi ocobu aGo mpissHiLe, im's1, o 6aTbKoBI Qisuunoi
0c06H - MiAnpHeMLLs, ii Miclie MPOKUBAHHS Ta peecTpauiiinuii Homep 06J1iIKOBOT KapTKH TIaTHUKA
rionaTkiB abo cepis Ta HOMEp NACHOPTa)

Mpotokon sisyansnoro kourpomo sin 30.12.2024 Ne 4175/1.

3a  pesy/NbTaTaMM  JIEPKABHOTO  KOHTPOJIO  BCTAHOBJCHO, LUO nikapcbkuit  3aci6 BBeseHo B Ykpaiiy 3

JOTPHMAHHAM BHMOT 3aKOHOAABCTBA (LOAO 3a6esneueHHs IKOCTi AikapchbknX 3acobis,

Biktop CTEDKIBCHKWH

“TRIANHC T {iniiann Ta npizBHULe)
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ORGANON

Opranou Xeiict 6B
Innycrpienapk 30, 2220, Xciicr-on-nen-bepr, Beneris

CEPTHU®IKAT SIKOCTI CEPII JIIKAPCBKOI'O 3ACOBY

Ha3zga
Jlikapebka dopma

Cuna nii

Ynakoska

Cepisn

Po3mip cepii

Jata Bupoduuurea

JaTa 3akinyeHns TepMiny
npHAATHOCTI

Kpaina BupoGuuka
Peecrpauiiine nocixyenns
Homep matepiany

Homep npoayxry

Cunryasp®, TabneTky xyBaibhi 1o 4 Mr

TabJIeTKH KyBaNBHI

MouTenykacTy 4 Mr/ Tabaerky, mwo expisajenTHo 4,16 MI MoOHTEyKaCTY
HATPiI0)

1o 14 Ta6uxerok B 6aicTepi; o 2 Guictepa B KapToHHiH Kopobui
B114213

24 472 ynakoBoK

04.2024

04.2026

Benukxo6puTtanis
UA/10208/01/01
1048835

6628

Pesy/bTaTy NPOBEICHNSA aANANI3Y siKocTi JlikapcekKoro 3acoby signosizno xo MK PIT Ne UA/ 10208/01/01

; Pe3ynbTaTi
TToxazuuku sikocTi Bumorn ¥ .
aHamizy

Onuc Poxegi oBanbHi ABOOTYKI TabMeTky 3 BuTHcHernM Hanncom SINGULAIR 3 |Bianosixae
oxwnoro Goky ta MSD 711 3 inmoro

Inentudixanin: Monrtenykact (V@  [CrexTp 3pa3ky npenapaTy MoKasye MaKCHMYM IIPH THX K¢ NOBXUHAX XBHIIb, Bianosinae

CreKTpOoOTOMETPIsN) 1O | CIIEKTP CTAHAAPTY

InenTudikanis: Monreaykacr Yac YTpHMYBARHS | XapaKTEPHCTHKY eIFOIOBAHHS [l IIKIB MOHTENyKacTy Ha |Binmosinae

(BEPX) KPOMaTorpaMMax 3pa3Ky i CTaHIapTy MaloTh CHiBManaTH (3 noxubkoto + 2,5%)

KinnkicHe BU3HAYEHHA: 95,0 - 105,0% Bin 3a3Ha49EHOro Ha eTHKETLI (BiNbHA KUCTOTA) 100,3 %

MounTtenykacT 3a3naueno Ha eThkerui 4,0 Mr/Tabnerka

BmicT Boau Maxcumym 2,0% 0,6 %

TMpoxyxTu perpaganii: Cynspokena  [Maxcuamym 0,5% 0,3 %

(Jomiuxa C)

TponykTu gerpagauii: Lnc-isomep  |Makcumym 0,1% 0,0 %

(Homiwxka G)

Mponyxru xerpaaanii: Ketoxap6inon |Menue 0,1% 0,0%

Tpoayxru perpananii: Bynp-axi inmi

iHAMBIZyansHi MpoxykTH erpajawii  [Menwe 0,1% 0,0 %

MpoayxTu gerpaganii: Cyma

TIPOAYKTIB Aerpajgawii Makcumym 0,7% 0,3 %

Posunnenns: 20 xpuiann (%) Minimym 85% nipoTsirom 20 XBUIIHH 97 %

OXHOpIIHICTH T030BRANKX OAMHNLL: |Bixnosigae sumoram @.CILIA / €sp. @./BP/JP Binmosinae

OarxopinHicTs BMIiCTY

Haska ZiIBHMIL, BiIMOBIAAIEHOT 38 BAPOGHULITEO/TIEPBUHHY Ta BTOPHHHY YITAKOBKY/KOHTPOIb RKOCTI

: Opranon ®apma (UK) Jlimiten

B e o 266>



Anipeca JinbHH, BiNOBINATBHOT 32 BUPOGHHUIUTBO/TIEPBAHHY T4 BTOPHHHY ynaxosky/korrpons skocti: [orror Jleiin, KpammiHrTor,
NE23 3JU, Benuxa bpuranis

Jlinensis Ne UK MIA 25
Hasea jineHUL|, BiATOBiKansHoi 32 KOHTpoNs AxocTi: Mepk Hlapm i oym B.B.

Azipeca JiNBHHMIN, BiTOBiaIBHOT 32 KOHTpOL AkocTi: Baapaepser 39, 2031 BH Xaapnewm, Hinepnanau

Hassa aineHuLi, BirmoBigansHoi 3a Bunyck cepii: Opraxnon Xeficr 68
AZpeca NiIbHAI, BiAMOBinANLHOT 32 BHITYCK cepii: InaycTpienapk 30, 2220, Xelcr-on-aeH-bepr, Benerisa

Jlinensis Ne 304 H

TliM 5 3acBiguyio, o BUmIeBKa3aHa iHdopMaLlis € KocToBipHO i TouHOM. Jlana cepis npoxyxTy Gyina BupobieHa, BKITFOUAIOUH
YIIaKOBKY / MapkyBaHHs Ta KOHTPOb AKOCT Ha BHIe3TafaHii BUpoOHu1iH LinbHHLI (-IAX) B TOBHIN BignoBiaHocTi 3 BuMoramu GMP,
BCTAHOBJIEHUMH MICLEBHM PErYIIATOPHIM OPTaHOM, a TaKoX 3rifHO cnenudixauii, wo MicTuTsed B peectpauiitHoMy nocke. IIporokonu
BHPOGHHUITBA, YITAKOBKH Ta KOHTPOIIO SKOCTi HEPETTIAHYTO i BCTAHOBIEHO iX Bignosiauicts Bumoram GMP.

OTpHMaHi pesyibTaTH € pe3ylbTaTaMi KOHTPOIO NMPORyKTy BupoGHuka (OpraHon dapma (UK) Jlimitexn). OTpuMaHi pesynsTary,
BignoeizaoTs BuMoram GMP Ta BumoraM MA kpaiHu/KpaiH NpH3HAYCHHA.

Jlata sunycky cepii: 19.08.2024

YnoBHOBaxeHa 0coda/
BinnosigansHuii npomMucioBui
(pa!m ASLEBE Epik Uepesa /midnuc/
Epik Hepesa

Jara nigmacy: 10.12.2024
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Iindustriepark 30, 2220 Heist-op-den-Berg, BELGIUM

CERTIFICATE of QUALITY of Medicinal Product Batch

Product name: SINGULAIR? chewable tablets 4mg

Dosage Form: Uncoaled tablet

Strength: 4 mgltablet Montelukast, equivalent to 4.16 mg Montelukast Sodium
Packaging: 14 tablets in blister; 2 blister in carton package
Batch Number; B114213

Batch Quantity: 24.472 Packs

Manufacturing Date: 04 2024

Expiry Date: 04 2026

Country of Manufacturer: United Kingdom

MA number UA/10208/01/01

Material: 1048835

Product Number: 6628

Quality Analysis Results of the Medicinal Product in compliance with MQC of RC Ne UA/10208/01/01

Quality Indicators Requlrements Analysis Results

Appearance Pink, oval shaped biconvex tablet; one side engraved SINGULAIR, the COMPLIANT
other side engraved MSD 711

\dentity: Montelukast (UV) The sample preparation spectrum exhibits maxima only at the same COMPLIANT

wavelengths as that of the standard.

identity: Montelukast (HPLC) The retention times and elution characteristics for the Montetukast peak in COMPLIANT
the sample and standard chromatograms are essentially the same
{(within+/- 2,5%)

Identity: Ferric Oxide A blue colour indicates the presence of ferric oxide COMPLIANT

Assay: Montelukast 95.0 - 105.0% of Label Claim (as free acid) 100.3 Yo
Label Claim = 4.0 mg/tablet

Water (KF) Maximum 2.0% 0.6 %

Degradates: Suifoxides Maximum 0.5% 0.3 Y%

(EP Impurity C)

Degradates: Cis-isomer Maximum 0.1 % 0.0 %

(EP Impurity G)

Degradates: Ketocarbinol Less than 0.1% 0.0 Yo

Degradates: Any Other individutal Less than 0.1% 0.0 %

Degradate

Degradates: Total Degradates Maximum 0.7% 0.3 Y

Dissolution: 20 minutes (%) Minimum 85% dissolved in 20 minutes 97 s

Content Uniformity Conforms to USP /EP /BP [JP COMPLIANT

Name of Manufacturing/Primary&Secondary Packaging/Release Testing Site: Organon Pharma (UK) Limited
Address of Manufacturing/Primary&Secondary Packaging/Release Testing Site: Shotton Lane, Cramiington NE23 3JU, United Kingdom

Manufacturing Authorisation Number: UK MIA 25

Narne of TO! Testing Site: Merck Sharp & Dohme B.V.
Address of TO!I Testing Site: Waarderweg 39, 2031 BN Haarlem, The Netherlands

Name of Releasing Site: Organon Helst bv,
Address of Releasing Site: Industriepark 30, 2220 Heist-op-den-Berg, Belgium
Manufacturing Authorisation Number: 304 H
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# ORGAN (ON Organon Heist by

H
Industriepark 30, 2220 Heist-op-den-Berg, BELGIUM
Productname: SINGULAIR? chewable tablets 4mg
Batch Number: B114213

| hereby certify that the above information is authentic and accurate. This batch of product, has been manufactured, including packaging/labelling
and quality control at the above-mentioned site(s) in full compliance with the GMP requirements of the EU and of local Regulatory Authority and
with the specifications and requirements in the Marketing Authorisation of the importing country or product specification fite for Investigational
Medical Products. The batch processing, packaging and analysis records were reviewed and found to be in compliance with GMP.

The reported results are the testing results of the of the product manufacturer (Organon Pharma (UK) Limited). These reported results as well as
the results of Testing On Importation in the EU, are compliant with the GMP requirements of the EU and with the requirements of the Marketing
Authorisation(s) of the destination country/countries.

for batch release on: 19 Aug 2024
Qualified Person / Responsible Industrial Pharmacist
Erik Ceresa e g’:..-«"‘wwww"

Date of Signature:
6628_UKR
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