Joerorun xomuanii

Ceprudirar sxocri Ne 3182/2024
Minykanr, rabaerku wysanasui no 4 mr

Kpaina supoGunra: [Toisua

Baacauk ninensii: AT "Axaven $apma”, Honsma

Peccrpaniiine nocsinuennn Net UA/10397/01/01 e 1o: HeoOMeKEHHH

Cuna aii / akTusHicTs: MoHTEIYKACT 4 MI

Jlixapcesxa dopmad syranuui Tabrerkn

Tun va posmip ynaxoeswu: Ne 28 (o 7 rabnerok y Guicrepi; no 4 fnicrepu 8 kaprouuiit kopobui)
Homep cepii: 13241674

Kixskices yrakoBox y cepiiz 4 886

Hara supobirarea: 06 2024

Crpox wpunarnocri: 05 2026

Bupobunk gikapesrore 3acofy, supobuux “in bulk™, nepsuuna ta pTopHHHA YIAKOBKE, KOHTPOJIL
stkoeTi Ta 103BiA Ha BUIyCK cepil:

Jinsaunn: AT «Azamen @apmar, Honsina

Anpecas sy Mapu, Jbx. Tliscyacwroro 5, 95-200, a6 sniue, Honsuia

Ceprudixar GMP: Ne IWSF405.18.2021.1P.1 WTC/039_01_01/74

Homep ainenzii: 204/0039/15

Kontpons nposesenuit y sinosiznocti 3 MK no P Ne UA/10397/01/01

Nokazmku / Busors / niMiTe npu unyceky cepii PesyawraTy
Hocaigmenns
1. Omue CriTno - poxesi, oBanbui, Asoonyk TabaeTku Binnosinae
2. Inenradiranis girouol
PCHOBHHH Yac yTpuMaHHg OCHOBHOIO iKYy Ha Xpomarorpami
PO3HHIY 3pasKa NOBHHCH BiENOBaTH 3ua4cHHIO niky | Bignosizae
2.1.BEPX MowrenykacTy Ha XpoMarorpami - CTaHmapTHOTO

POZUHHY, OTPHMAHOIO B TeeTl KIIBKICHE BH3HAUCHHS

22.Yp Y®- cnexTp 0TpHMAEHOTO 2pa3ka oBHHEH cniBnasaty | Bianosinae
3 QHAIOITYHO OTPHMAHHMM  CHCKTPOM  CTAHIApTY
Morenykacry HaTplio / Mounrenykacty
JRUHEAOTCRCHILAMIBY

2.3, lnenrudiranis TIo3uTiBHHI PE3YALTAT HOCHIIKEHHES Ha OKCNI 3ai3a | Binnorinac

Gapsruxa 3aniza

OKCHL
3. Crifigicts J10 20-60H I5H
POSTABITIOBAHHS
(Enrp.bapm)
4. BmicT Bosn He 6iniue 4,0% 1,6 %
{€ep.dapm., M-1 Kapna
Gbiuigpa)
5, PosuuucHus He menmie uis 80% (Q) micns 30 xs, Min, 96 9%;
(€pp.Mapm., M1 Maxc. 103 %,
cnexrpoduromerpii) Cepeane 99 9%
6. Kimpkicue 95,0 % ~ 105,0 % six sassneHol KiabkocTi 101,3 %
srstavucHug (BEPX) '
7. OHOpIHICTE (3riaro 3 €pp.Oapm.2.9.40) Bianoginae
AOBOBAHMX ONHHHILD Ipuiimanbie 3HaMCHHA AV (L) =27
(€ep.dapm, BEPX) L1=150

1.2=250

8. Xpomarorpadiuna
yucrora {BEPX):
3aranera KBKICTE He Sinbuie 0,6 % 0,49 %

JIOMILHOK CYIB(OKCHIY
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JloroTan xomuanii

Ceprudinar sxocri Ne 3182/2024
MinyxanT, rabaercn Kysaaoni no 4 mr

Kpaina supotnnxa: [Tousia

Baacuuk ainensii: AT "Anamen @apuma’, Tloasima

Peccrpaniiine noceiguennn No: UA/10397/01/01 Aie no: neobmemenui

Cnaa aii / axTusHicTs: MOHTeRyKaCT 4 Mr

Jixapenka dopma: swysabai Tabuercn

Tun va posmip ynaxosii: Ne 28 (1o 7 raGnerok y Gaicrepi; no 4 Gudcrepu 8 Kaprousiit kopobni)
Honep cepii: 13241674

Kimsricrs ynaxonox y cepilt 4 886

Hara supobuanrsa: 06 2024

Crpox npupariocri: 05 2026

Oxpemi Hesigomi He Ginsie 0,2 % 0,12 %;
JOMILKH

3araipHa KIbKICTS He 6inviue 1,0% 0,6 %
JoMiLiok

9. MixpoGiosoriuna
uicroTa (€ap.Papm)

- TAMC He 6imbie 10° <10
-TYMC He Gissiue 10° < 10
- Escherichia coli B 1 r. | Bigcyruicrs Bincyrni

Pesyapmam anaaizy: Jaua cepis signosizac sumoram MK no PELNe UA/10397/01/01
Komenmapi: nemae

3anea npo cepmudivanino: Llum 5 saceiownyo, wo nagedena suwe inoprayia e docmogipuoin | movnow,
Lho cepino npodykyit Gyao supobneno, RANOYMIONN NAKYEAHHI [ MapKVBAHIA A NPOSCOCHE KOHMPOAL i1
srROCHH Ha sutesasnavenit otronuyl y noewiti gionosionocmi 3 eumozamu GMP, scmanosicnustu sicyeguat
PESVASIMOPHUM OPZAROM, & MAROIK 8IONOGIOND 00 cneyuhirayii , wo Micmamoes y peccmpayilinoary
docoe. Tlpomoroiy GUPOONUMBA, RAKYSAHHE MA QN3G BVIO Repeasnymo Mmd  GCIaHOsIeHo

gidnosionicms GMP.

Peanizayis npodyrmy dozgoaena.

I’ ma nocaoa vcobn, gionoeivansaol sa sunyck cepit: Kamina Tpadanvesxa, Kpagigicopana Ocoba

IMTixnuc ocobu sianosizansHol 3a BHITYCK copil:

Hama eunycxy: 11.07.2024

HANRLRRK 0.1, |/
NPEACTABHMITB0
AMER GAPMA C A,

Pexsiznr® xomranii
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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 valid until: unlimited
Strength/Potency: Montelukast 4 mg
Dasage 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: ul.imarsz. I Pilsudskiego 5, Pablanice, 95-200, Poland
Certificate of GMP: Ne IWSF.405.18.2021.1P.1 WTC/0039 01_01/74
Manufacturing License: 204/0039/15

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

Controls Specified valgcs v(permissible limits) Results
On refease
1. Appearance Light pink, oval, biconvex tablets Conforms
2. ldentification of active substance
The retention time 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
by by UV UV spectrum of the sample recorded should be Canforns
concordant with similarly recorded spectrum of
Montelukast sodium ! Montelukast
dicyclohexylaming standard
¢} Identification of colorant Conforms
Iron oxide Should cive positive test for ron oxide.
3. Resistance to crushing (Ph. Bur) | 20 - 60N 35N
4. Water content (Ph.BEur., m-d Not more than 4.0% 1.6%
Karl-Fisher) , .
5. Dissolution {Ph.Eur., m-d UV Not less than 80% (Q) after 30 minutes Min. 96%
spectrophotometry) Max. 103%
Mean 99%
{
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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 valid antik: unlimited
Strength/Potency: Montelukast 4 mg
Deosage 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

et

Controls Specified vaiges {permissible limits) Results
n release

6. Assay (HPLC) 95.0 - 103.0 % from claimed quantity 101.3%
7.Uniformity of dosage units Corresponds Ph.Eur.2.9.40 ; Conforms
(Ph.Eur, HPLC) Acceptance value L1=15, 12225 AV {L1)y=27
&, 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 <[Q
TYMC Not more 10° <10
Escherichia coli in [ g Absence Absent

The result of the analpsis: This batch meets requirements of the Methods of Quality control of
Registration Certificate Ne UA/10397/01/01

Commenis: not comments

Certification statement: | hereby certify that the above information is authentic and accurate. This batch of product
has been manyfactured, incliding packaging / labeling, and quality control has been carried ot at the above site in
Sull compliance with GMP requirements established by the local Regulatory Awthority and in accordance with the
spectfications contained in the registration dossier. The production, packaging and analysis protocols were reviewed
and found in compliance with GMP

Realization of the product is alfowed.

Date of release: Qualified Person
Osoba Wykwalifikowana /5;?*?
2026 -07- 11 Qualifict Persort
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A_dqmed Pharmo S.A.
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