Jerorun kommanii

Ceprudirar axocri Ne 3182/2024
Minykant, rabnerks xypaioui 1o 4 Mr

Kpaina supoGunxa: [Tonsina

Baacuux minensii: AT "Axaven @apma”, Tlonsuia

Pecerpauiiine nocsinuennn Ne: UA/10397/01/01 e 1o: HeoOMeKeHHH

Cuna zii / akTHBHICTB: MOHTEIYKACT 4 MI

Jlixapenxa dopmal swysanuii Tabiern

Tun va posmip ynaxosry: Ne 28 (no 7 rabnerox y Guicrepi; 1o 4 6nicrepn 8 kaprounii kopobui)
Homep cepil: 13241674

Kixsricrs yrakosox y cepii: 4 886

Hara supodunmrsa: 06 2024

Crpox npunarnocri: 05 2026

BupoGunx sikapesroro 3acofy, supobuux “in bulk™, meppunsna Ta BTOPHHHA YIAROBKE, KOHTPOJIb
sIKOCTi Ta I03BiA HA BHIIYCK copil:

Jinsaun: AT «Azaven @apmar, Honsina

Anpecas syi. Mapi, Jix. Ilineyaesxoro 5, 95-200, ITa6 suiue, Toasna

Ceprudixar GMP: Ne IWSF.405.18.2021.1P.1 WTC/0039_01_01/74

Homep ainenzii: 204/0039/15

Kontpons nposenenuit y sinmosiznocti 3 MKS no PTI Ne UA/10397/01/01

Nokazpmiu / Busory / nimMiTe npu Braycky cepii PesyanraTh
Hocaigaxenns
1. Onue CBiTIO - pOKEB], OBAILHI, ABOONYKI TabICTKH Binnosinae
2. Lnenrndikanis girovol
peHOBHIH Yac yTpHMaHHS OCHOBHOTO I[iKy Ha XpoMatorpami
PO3YHAY 3pa3Ka NOBHHEH BIINOBIATH 3Ha4cHHIO NiKy | Binnosinae
2.1.BEPX MowrenykacTy Ha  XpoMaTorpami  CTaHAapTHOrO

POBUKHHY, OTPUMAHOTO B TCCT] KIILKICHE BH3HAUCHHS

22.Y0 Y®- crexTp OTPHMAHOTO 3pa3Ka IOBHHEH cniBnagaty | Bixnosinac
3 QHANOTIYHO OTPHMEHHM  CHCKTPOM  CTAHJIApTY
Morenykaety Harpiio / Mounrenykacty
JHUHEAOTCKCHIAMIRY

2.3. lnenudianis TlosursHuil pesyasTaT JOCHIOKCHHES Ha OKCnL 3aniza | Bianoeinae

Gapsayka 3aniza

OKCHL
3. Crijixicrs J1o 20— 60 H i5H
POSHABIIOBAHHS
(€nrp.Dapm)
4. Bmict Bosn He 6inbure 4,0% 1,6 %
(€ep.dapm., -1 Kapna
Giuepa)
5. PosunucHus He menme uik 80% (Q) micas 30 xs, Miu, 96 %,
(E€pp.®apm., M-j1 Maxkc. 103 %,
crerrpodoroMepii) Cepeane 99 %
6. Kismxicue 95,0 % — 105,0 % nin sassneHol Riabroct 101,3 %
prsnaucnng (BEPX) '
7. OsHOpiNHICTD (3riano 3 €sp.Gapn.2.9.40) Bianosinae
JOBOBAHUX OJIHHMILL [puiimanbic 3HaUCHHA AV LD =27
(€pp.dapm, BEPX) L1=150

1.2=250

8. Xpomarorpadiuua
yucrora { BEPX):
Jaranbea KpRICTh He 6iape 0,6 % 0,49 %

JIOMILHOK CYJTthoRCHy
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Jlororin xomnanii

Ceprudirar sixocri Ne 3182/2024
MinyxanT, Tabnersn sysanoui no 4 mr

Kpaina supotunsa: Tlonsma

Baacuug ninensii: AT "Ajaven Gapma®, Iloasma

Peccrpauiiine noesiguennna Ne: UA/I0397/01/01 JC 10: HeOOMeKEeHHH

Cnaa aii / akTHBHICTL: MOHTENYKACT 4 M

Jixapenxa dopma: kysanuhi Tabnern

Tun va po3mip ynaxoskm: Ne 28 (o 7 rabnerok y Guicrepi; 1o 4 Gnicrepu B Kaprousi kopobui)
Honmep cepii: 13241674

Kimsricrs ynaxopox y cepiit 4 886

Hara supobunncrsa: 06 2024

Crpox npurarrocri: 05 2026

Oxpemi HeBioMi He Ginsme 0,2 % 0,12 %;
JOMILIKH

JaraipHa KiALKICTS He Ginpiue 1,0% 0,6 %
JoMiLIoK

9. MixpoGiosoriuna
uicToTa (€sp.Papm)

- TAMC He 6inpie 10° <10
-TYMC He Ginsiie 107 < 10
- Escherichia coli B 1 r. | Bigeyruicts BincyrHi

Pesyapmam ananizy; Haua cepis siznosizae sumoram MK no P Ne UA/10397/01/01
Komenmapi: nemae

3assa npo cepmudpiranio: Ljum s 3aceiouyo, wo nasedena suge ingopuayia € docmoeipiom i mounoio,
Lho cepito npodyxyil Gyino gupobaeno, GRAIOYMIONN NAKYEARNA [ MAPKVBAHHA MA NPOSCOCHE KOHMPORs iT
sROCHH 1A suwesaznaueii Oltenuyl y noswitd gionoeionoemi 3 eusozamu GMP, scmanosaenustu sicyesum
PESVASMOPHUM OPZAHOM, & MAROIC BIONOGIONO 06 cneyudirayilt , 1o MICRISINLCS ¥ peccmpayiitnesty
docee. lpomoxoay SuUpoBHUMEd, NAKYBANHA WA QHAUZIE  OVIO NepeaisHymo mda GCmaHOsIeHo

gionosionicme GMP.

Peanizayin npodyrnmy dossonena.

I’ ma nocada ocobn, sionosidansnol sa sunyck cepii: Kamina Tpadanserxa, Kpanidikosana Ocoba

ITianuc ocolu BianoBifanLHO 3a BHITYCK cepil:

Hama eunycxy: 11.07.2024

Pexsisur2 komnanii
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ADAMED

CERTIFICATE OF QUALITY N°®3182/2024

Country manufacturer: Poland

Milukante 4 mg, chewing tablets

License Holders ADAMED Pharma S.A. Poland

Registration Certificate Ne: UA/10397/01/01

valid until: unlimited

Strength/Potency: Montelukast 4 mg

Daosage form: chewing tablets

The size and type of packaging.: No 28 (7 tablets in a blister, 4 blisters in a carton box)

Batch number: 13241674
Total quantity in batch: 4 886
Manufactaring date: 06 2024
Expiry date: 05 2026

Manufacturer of the medicinal product, in bulk, primary, secondary packing, quality

control, batch release:

Site: Adamed Pharma S.A., Poland

Address: ulmarsz, J. Pilsudskiego 5, Pabianice, 95-200, Poland

Certificate of GMP: Ne IWSF.405.18.2021.1P.1 WTC/0039 01 _01/74
Manufacturing License: 204/0039/1§

Controls made in accordance with the methods of quality control of the RC Ne UA/10397/01/01

Specified values (permissible limits)

Controls , Results
On release
1. Appearance Light pink, oval, biconvex tablets Conforms
2. ldentification of active substance
The retention titne of the major peak in the
a) by HPLC chromatogram of the sample solution should
correspond to that of the Montelukast peak in the Conforms
chromatogram of the standard solution, obtained
in the test of assay
b) byUV UV spectrum of the sample recorded should be Conforns
concordant with similarly recorded spectrum of
Montelukast sodium H Montelukast
dicyclohexylaming standard
c) Identification of colorant Conforms
Iron oxide Should cive positive test for iron oxide.
3. Resistance 1o crushing (Ph. Eur) | 20 - 60N 35N
4, Water content (Ph.Eur., m-d Not more than 4.0% 1.6%

Karl-Fisher)

5. Dissolution (Ph.Eur., m-d UV
spectrophotometry)

Not less than 80% (Q) after 30 minutes

Min. 96%
Max. 103%
Mean 99%

Adamed Pharma S.A.

L

ADAMED
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ADAMED

CERTIFICATE OF QUALITY N°3182/2024
Milukante 4 mg, chewing tablets
Country manufacturer: Poland
License Holder: ADAMED Pharma S.A. Poland
Registration Certificate Ne: UA/10397/01/01
Strength/Potency: Montelukast 4 mg
Dosage form: chewing tablets
The size and type of packaging,: Ne 28 (7 tablets in a blister, 4 blisters in a carton box)
Batch number: 13241674
Total quantity in batch: 4 886
Maunufacturing date: 06 2024
Expiry date: 05 2026

valid untib; unlimited

s

Conivols Specified vai{u)es {permissible limits) Results
n release

6. Assay (HPLC) 95.0 - 105.0 % from claimed quantity 101,3%
7.Uniformity of dosage units i Corresponds Ph.Eur.2.9.40 Conforms
(Ph.Eur, HPLC) Acceptance value L1=15, L2=23 AV (L1)=27
8. Chromatographic purity (HPLC)
Total Sulphoxide impuritics Not more than 0.6 % 0.49%
Unknown individual impurity Not more than 0.2 % 0.12%
Total impuritics Not more than 1,0 % 0.6%
9. Microbiological purity (Ph.Eur)
TAMC Not more 10} <[0
TYMC Not more 10° <10
Escherichia coliin [ g Absence Absent

The resuit of the analpsis: This baich meets requirements of the Methods of Quality control of

Registration Certificate Ne UA/10397/01/01

Comments: not comments

Certification statement: | hereby certify that the above information is authentic and accurate, This batch of product
has been manufuctured, including packaging 7 labeling, and quality control has been carried out at the above site in
Jull compliance with GMP requivements established by the local Regulatory Authority and in accordance with the
specifications contained in the registration dossier. The production, packaging and analysis protocols were revievwed

and found in compliance with GMP .

Realization of the product is alfowed.

Sale af v Qualified Person
QOsoba W}'k\k’g}aﬁ}{bwa;}a /5;:;;;?‘
W24 -07- 11 o wesonns
- S 7
Kamitaﬁ“mfazs@fw
2

Adamed Pharmo S.A.

ADAMED
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AEPKABHA CHYKBA 3 JIIKAPCHKMX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTUKAMM YV KHIBCHKEA OBJACTI

npos. Ceitunol Haail, 3, s.Knie, 02099, rea/daxc: (044} 363-06-30
E-mail: dis.kotidls. gov.ua, Koz €)1PIIOY 37078774

BHCHOBOK
Mpo AKICTH BBE3EHOro B YKpaiHy JikapchKoro 3aco0y
05.09.2024 Ne 41415/24/10
MUTYKAHT

{uafiMenyBamiA TiKapCsRero 3coby 3TiNHO 3 peecTpauiifinM HoCBIAMeHbIM)
Tab/IeTKY RYBaJIbHI N0 4 MT, no 7 Tabaerok y Giicrepi, no 4 Gaicrepn B Kaprouuiit
ropooOui
{(bopya BINYCKY, TO3YBAKIT, BIIA RAKYRANNA AIKAPCRKOra 3acoly)

Homep pecerpaniiistoro noceiasenna UA/10397/01/01 crpox aii peecrpauilizore nocsiavesns 01.01.2099
Cepis nikapeskoro sacody Ne 13241674 KiasKicTh BBE3€HOO Aikapeskoro 3acoby 112

Bupobuni AT «Anamen @apmar, [onbua
{rraiiMenyBaHRA BupofHIlk Aikapesroro sacody, kpaia moxozxeddn)

Baeseno 8 Yipainy Cuinene yxpaiHchbro-ecToHCbKe NIZNpHEMCTBO ¥ dopari
TOBAPMCTBA 3 06MeReH010 BianosiazuabHicTIo " Onriva-Dapw,
T, igestr, ko 21642228

{majiMenysanig Ta KOJg 34 €,E[PHOY 1opsarunoi ocobn abo nplam!me, iy, o0 GarbKoBi
piziusoi ocoby - migmpresus, W micue NPOKUBAHHS TT peecTpanifiznii oMep obikosol
R4PTRM TIAATHHKA MOIATKIB afo cepis ta HoMep macnopIa)

Ifputoxroa siayansuore keurpoamw sin 19.08.2024 ne 2450/13.

3a pesyabTaTaMH JCPKABHOTO KOHTPOMO BCTRHOBAGHO, WO Nikapebsuit 3aci® eBeseno & Vkpainy 3
HAOTDHMAHHAM niror 3aK0R0AABCTEA WOH0 360€3MeUEHES SKOCT NikaPCERUY Facobis,
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