JIIEPY)KABHA CJIYKBA 3 JIKAPCBKHX 3ACOBIB TA KOHTPOJIO 3A
HAPKOTUKAMH Y KHIBCHKINA OBJIACTI

npos. Ceitmrunoi Hapii, 3, m.Kuis, 02099, Ten/dakc: (044) 363 -06-50
E-mail: dls.ko@dls.gov.ua, Kox €EIPTIOY 37078774

; BUCHOBOK
TPo AKICTH BBE3€HOT0 B YKPAiHY JikapchKoro 3acody

25.09.2024 Ne 47232/24/10

MIJIYKAHT

(HdHMCHyBaHHH JIlKapCBKOFO 3¢ lCOGy 'ﬂ'IIlHO 3 pCCCTleH]HHHVF HOCB]JI‘ICHIIHM)
TaGaeTKH XKYBATLHI 110 5 Mr 110 7 Ta6J1eToK y OticTepi, 1o 4 6aicrepu B KapT oHHill KopoOI
(dopma BHTIYCKY, O3YBaHHH, BHJI aKYBaHHS JKapchkoro 3aco0y)

Homep peectpauiitioro nocsimuenns UA/10397/01/02 ctpox aii peecTpaniiHoro nocsieH s 01.01.2099

Cepis nikapcbkoro 3acoGy Ne 13245735 KinbkicTh BBE3€1iOT0 JTikapchkoro 3acoby 336
Bupo6Huk AT «Anamen @apmay, Ionsina
(uajiMenysanis BupOBHMKa IiKapCchKoro 3acoby, kpaiHa TIOXOJKEHM )
Beesero B Ykpainy CriJibHe YKpAaiHCbKo-eCTOHChKe MINPHEMCTEO Y opmi TOBAPHCTRA
3 oGMexeno1o sixnopinaiapuicTio "Onrima-dapm, JITHA", inenr. xox:
21642228

(HaitMeRyBanHs Ta kox 3a €LPTIOY topuauiroi ocobu abo npissuuie, iM's, 1io Gatbkoni (hiznuHoT
ocobu - minnpremus, i Micue npoxBaHS Ta peectpaniitHuit Homep 06Jm<oso1 KapTKY ILIATHHIA
TnofiaTKiB abo cepis Ta HOMEp HacropTa)

IIpoToKo: Bi3yabHOro KONTPEJIIO Bl 18.09.2024 Ne 2795/10.

3a pesympTaTaMM  Jep>KaBHOTO KOHTPOJIO  BCTANOBIEHO, IHO nikapcekuit  saci6 BBeseHo B Ykpainy 3

AOTPHUMAHHIM BuMOT 3aKOHOJIRBCTBA IIOAO 3aGesnedenns AKOCTi JTiKapChKyX 3acoBiB.

Blk ‘rop LTF&DKIB(‘bKMH

(mmuun Ta upu.mmw




Jorotin kompanii

Ccpmq)ma"r sikoeri Ne 3183/2024
Minyxanr, Tabaerkn skysaabui o 5 mr

Kpaiua supoduunra: [Tossina
Baacuuxk siuensii: AT "Anaves Gapma”, Toasina

Pecerpaniiine nocpiguenns No: UA/10397/01/02

e no: HeobMexeuni

Cuara il / akTusnicTs: MOHTR JIYKACT S wr

Jlikapenka opma:

H }h.}’}?»d.llbﬂl rabueTku

Tun ta possmip yraxosiu: Ne 28 (1o 7 rabserok y Guicrepl: no 4 dnicrepn B kapToHHiH KOpOOLLI)

Homep cepii: 13245735

Kinnkicrs ynakonok y cepii: 9 856
Hara supebunursa: 06 2024
Crpox upuparrocri: 05 2026

Bupotunk sikapeskore 3acoby, supodmumrso “in bulk®, nepsunna 1a mropunna ynaromwa,

KOHTPO/b SIKOCTI T2 M03Bi Ha BUNIYCK cepii:

Jinsmnnse AT «Azamen @apwman, TTonsina

Anpeea: sy, Mapu, Jix. Hincysesxoro 5, 95-200, Ta6’anine, [osbina
Cepradivar GMP: Ne IWSF.405.18.2021.1P.1. WTC/0039_01_01/74

Homep sinensii ginsrnmd no nupot’nmumv i kouTposo sikoeeti: 204/0039/15
Kowrposs nposegennit y signosianocri 3 MK no PIT Ne UA/10397/01/02

2.3, Inenridpixaris
GaprrMKa 325130

3 AHAKOFIMHO  OTPHMAHHM  CHCKTPOM  CTAHAApTY
Moreaykacry HATPIIO ! Monreiykacty

JHHAKAOTCKCHAaMI iy

Ttosurusriit pesyapTar Z0CHIDKCHHS HA OKCHA 3aM1i3a

Ioxkazpnkm / Bumorn / gimita upu Banyery cepii Pesyabrarn
Hoenijprenns
i, Onuc Poxesi, kpyrim, asoouyx tabnerky Bimorizac
2. Luentudiratis ool
PEHOBHHM Yac yTpHMAlHS OCHOBHOTO IKY Ha XpoMmaTorpasi
PO3MKMHY 3paska NOBHHCH BIINOBIAATH 3HAMCHHIO THKY | Binnoeizac
2.1L.BEPX Moxresykacry Ha xpowamrpaw CTAHIAPTHOIO
POBUHMRY, OTPHMAHOIO B TCCT KLALKICHE BU3HAMCHHS
22.¥0 V- clekTp OTPHMAHOro 3paska NoBHHeH criBnagath | Bianosizae

Bixnosizace

Dinepa)

(€sp.Papu., M-a Kapna

OKCIL
3. Cridixicrs 10 2060 H 31 H
POITABIOBAHHS (22-38) H
(€np.Dapm)
4. Baicr Bojn He 6ismine 4,0% 1,8 %

5. PosuuHCHHS
{Crp.Dapm., M-I
crerpodioToMerpii)

He mere nik 80% (Q) nicns 30 xs.

Cepenne 99 %
Miu. 94 %;
Mare, 102 %,

HO30BAHUX OAHHHID
(Cop.Papm, BEPX)

[TpuitmanbHe 3HateHN
L1=15

1.2=25

6. Kinnxicue 95,0 % — 1050 % niz 3a9B0eHOT KiABKOCTI 100.6 %
grzaaucH (BEPX)
7. Onuopignicrs (3rijio 3 Esp.Dapn.2.9.40) Bixnosinae

AV L1 =26

8. Xpomarorpadivma
grcrora (BEPX):
3aranbHa KUILKICTS
Jominok cysbdoxeny

He Ginpaue 0,6 %

Pexsisurd komnaunil

M; Qi /O0r &

@3’ { FOG 00




Jloroan kompanil

Ceprudixar sxocri Ne 3183/2024
Minyxant, rabiaerkn Kysaabsni no § mr

Kpaiua supotuunra; [Tosnsina

Bancnnk ainensii: AT "Anaven ®apma”, Honwina

Pecerpanditne nocpizuennsn Ne: UA/10397/01/02 e no: seobmexenmil

Cuara il / awrHBHICTH: MORTENYRACT § MPP

Jlikapenka dopaa: wysannbHi Tabierkn

Tun ta posmip yraxosku: No 28 (no 7 tabnerox y Guicrepi; no 4 Gaicrepu 8 kaprouniii kopooui)
Howep cepii: 13245735

Kiankicrs ynaxosok y cepii: 9 856

Hara supodnnursa: 06 2024

Crpox upwiatuocri: 05 2026

Oxpewmi nepizomi He Gine 0,2 % 0,11 %
JOMIIIKY

3aranpHa KiAbKiCTS He Ginpwe 1,0% 0,6 %
JOMIIOK

9. MixpoGionoriuna
uucrora (Cap.Papm)

- TAMC He 6ianme 10° <10
~TYMC He Ginpine 107 <10
- Escherichia coli B 1 v, | Bigeyrnicrs Biscyrui

Pesyaomant anaaizy: Jasa cepis siznosinac sumoram MKS no PIT Ne UA/10397/01/02
Komenmapi: nevae

3anea npo cepmugbivangio: L s saceiduyio, wo nasedena surge inopsayis € Qocmogiproio I nmouno.
Lho cepito npodyryil’ Gyao eupobiaeio, GRAOYWONI HAKVEANNS [ MAPKYGUHHST MA NPOBCICHD KORMPOIL 1T
sKocmi Ha guugesasnauenin Olashuyl v noeuilt sionoeionocmi 3 sumoeamu GMP, scmanogaenan sticyeaust
PCAVISIMOPHIA OPZAHOM, G QKOS BIOROGIONO G0 creyudirayitt , wo MiCmsampes ¥ pecempayiinosy

Ve

dOCnE. [7])01710!(()/‘[1! (f!l[?()(;ffllt{fifﬁ(l, RARVEANsL  md ananizig OVAQ  NEPESAARYIG  Hid 8CMUHOGAECHO

gionosionicms GMP.
Pearizayis npodvkmy dozgoiend.
I’ 1a nocana ocobu, sinnosiainonol 3a Brnyer cepii: Onexcanapa Manexayk, Ksanidixopana

Ocobda
e ocodn BiToBLRNLHOT 38 BHITYCK cepih:

Hara sunvery: 11.07.2024

Pexsisar koManil



ADAMED
CERTIFICATE OF QUALITY N°3183/2024

Milukant § mg, chewable tablets
Country manufacturer: Poland
License Holder: ADAMED Pharma 8.A. Poland
Registration Certificate Ne: UA/10397/01/02
Strength/Potency: Montelukast 5 mg
Dasage form: chewable tablets
The size and type of packaging.. No 28 (7 tablets in a blister, 4 blisters in a carton box)
Bateh mumber: 13245735
Total quantity in batch: 9 856

valid ungl unlimited

Manufacturing date: (6 2024
Expiry date: 05 2020

Manufacturer of the medicinal product, in imik., primary, sccondary packing, quality

control, bateh release:

Site: Adamed Pharma S.A., Poland :

Address: ul.marsz. 1. Pilsudskiego 5, Pabianice, 95-200, Poland

Certificate of GMP: Ne IWSF.405.18.2021.1P.1 WTC/003%_01_01/74
Manufacturing License: 204/0039/15

UAJ0397/01/02

Adamed Phorma SA. _

By

&

ADAMED

Controls Spwnf*ed vahws (pf;rm.issable !tmlts) Results
- , On release
1. f\ppgammu ' Pink, round, biconvex tablets Conforms
2. Tdentification of active substance
a) by HPLC The retention time of the major peak in the
A chromatogram ol the sample selution should
correspond o that of the Montelukast peak in the
chromatogram of the standard solution, obtained in
the lest of assay Conforms
by by UV UV spectrum of the sample tecorded should be
concordant with similarly recorded spectrum of
Montetukast sodium / Momtelukast Conforms
dicyclobexylamine standard
¢} Identification of coloram
o lronoxide Should give positive test for iron oxide, Conforms
"1, Resistance to crushing {Ph. Eur) 2060 N JIN
7 (22-38) N
4. Water content (Ph.Eur., m-d Karl- | Not more than 4.0% 1.8%
Fisher)




ADAMED
CERTIFICATE OF QUALITY N°3183/2024

Milukant 5 mg, chewable tablets
Country manufacturer: Poland
License Holder: ADAMED Pharma S.A. Poland
Registration Certificate Ne: UA/10397/01/02
Strength/Potency: Montelukast 5 mg

valid until; unlimited

Dosage form: chewable tablets

The size and type of packaging.: Ne 28 {7 tablets in

Batch number: 13245735

Total quantity in batch: 9 856

Manufacturing date: 06 2024
_Expiry date: 05 2026

a blister, 4 blisters in a carton box)

Controls

Specified values {permissible limits)
On release

Results

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

NLT 80% (Q) after 30 minutes

Ve s
Min, 949
Max, 102%

6. Assay (HPLC)

95.0 - 105.0 % from claimed guantity

YT T

7. Uniformity afvcficiéagc units
{Ph.Eur, HPLC:

Corresponds Ph.Eur.2.9.40

(Acceptance value L1150 L2-25.0

Conforms
AV L1 - 26

&. Chromatozrashic purity {HPLC

Total Sulphoxide impurities Not more than 0.6 % - 0.52\%
Unknown individual impurity Not more than 0.2 % Ay
Not more than 1.0 % 0.6%

Total impurities

4. Miczroi;g(ipiugicai purity (Phﬁut)

TAMC

Not more 10!

TYMC

Not more 10?

| Escherichia coli in [ g

Absence

Absen 3

3
The result of the analysis: This batch meets requirements of the Met}

Registration Certificate Ne UA/10397/01/02

Convnents: nol comments

Certification statesents 1 hereby certify that the above

rods of Quality control of

information is avthentic and accrare. This hateh of produc

has been manufactured, including packaging / labeling, and quality control has been carrvied ot at the above site in

Jufl complicnce with GMP tequirements established by the local Re
specifications contained in the registration dossier, The production,
and found in compliance with GMP .

Realization of the product is allowed.

Date of release;

024 -07- 11

Mtqmed Phiarmia SA,

@

ADAMED

>

Qualified Person

Qsoba

ifie

kwalifikowana

gulatory duthority and in accordance with the
packaging and analysis protocols were reviewed

 frisnoriatieq
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