baank komnaniv

CEPTHU®IKAT SIKOCTI No. 40000206060

HaszBa npoaykuii:

ADDPUJA TIVTHOC

Kpaina-Bupo6Huk:

IMisniuna MakeaoHis

Homep peectpauiiinoro
MOCBIIYEHHA:

UA/19663/01/01

Cuaa Qif/akTHBHICTD:

200 mr ioynpogeny Ta S00 Mmr napaueramoJy

Jlikapcbka popma:

Ta0JeTKH, BKPUTI MJIIBKOBOIO 000JI0HKOI0

Po3mip Ta THN NaKyBaHHs:

no 10 Tab;erok y 6aicrepi, 1 6ricTep B KapTOHHIH KopoOui

Ha3sBu, aapecn Ta HoMepHn
JineHsii BeiX JiJIbHUIb 3
BHPOOHHIITBA TA KOHTPOJIIO
AKOCTI:

Hazea: AJIKAJIOIL A/l Cxon’e

Aopeca: 6yabBap Onexcanapa Maxkexoncskoro, 12, Cxon’e, 1000,
IMigniuna MaxkeaoHis

Homep niuensii: Nel8-3425/2 ¢io 13.04.2023

Ceprudikatu BiamoBianocTi
GMP aas Beix AlIbHAL:

Ceprudikat Bianosiznocti GMP Ne: 409-4/2021-10 Bix 29.11.2022

Homep cepif: 1113297

Po3mip cepii: 39.953 ynakoBok
Jara BupoOHHITBA: 09.12.2023

JlaTa 3aKiHYeHHS] TEPMiHY 11.2026

NPHAATHOCTI.:
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HUN “A

i 593k g W *




Brank komnanii

Pe3yabTaTH aHai3iB:

MeTo/1)

IMokazHuk Kpwurepii PesyabTaTn Meron
NPHIHATHOCTI
JlBoonykJi, oBanbHol | Bianosinae STMDP009990
dopmu, TabneTku
BKPHTI MJ1iBKOBOIO
1. 3oBHimHIi BUTIA] 000J10HKOI0,
no3Ha4eHi MoABIHHUM
KOJIOM Ha OJIHOMY
Goui.
2. Kouaip Binoro abo maibxke Bianosinae STMDP009991
6171010 KOJIbOpy
3. Inentudikauis:
3.1. Ioynpoden (BEPX) [TozuTrBHA Bianosinae STMDP009992
3.2. Mapaueramoua (BEPX) [To3uTHBHA Binnosinae STMDP009994
3.3. Ioynpoden (Pyp’e-IYC) | TlosuTnsHa Binnosinae STMDP009993
3.4. Mapaueramon (Pyp’e- [To3uTtnBHa Bianosigae STMDP009995
1I4C)
3.5. Tutany 1ioKcHa [To3utHBHa Bianosinae STMDP009996
(TecTOoBa peakuisi)
4. PozunHeHHs:
4.1. Ioynpoden He menwe 75 % (Q) 95 % STMDP009997
3a 15 XBWIHH
4.2. Mapaueramon He menue 75 % (Q)
3a 15 XBWIWH 95 %
5. KinbKicHe BH3HAY€HHS
MIFOYHX PEYOBHH: STMDP009998
- Ioynpoden (BEPX) 95.0-105.0% 98,5 %
3asIBJIEHOTO BMICTY
- Mapaueramosn (BEPX) 95.0-105.0% 101,2 %
3asBJIEHOTO BMICTY
5.1.0aHopiaHICTb 1030BAHUX
OIMHHLb: €sp. Papm. 2.9.40
5.1.1.16ynpoden (meTon STMDP009999
BUIPOOYBaHHs Ha STMDP010000
OJTHOPIJHICTb 103yBaHHS) AV<15.0% 7,7 %
5.1.2. [Mapaueramon
(po3paxyHKOBO-BaroBui
AV<15.0% 1.4 %

6. JloMilmIKH Ta NPOAYKTH
po3najay napaueramo.ry
(BEPX):

- €gp.Papm. lomimka K

- Bynp-sika iHwa
HeigeHTH(iKkoBaHa AOMillKa

He 6inbire 500 ppm

He 6inbwe 1000 ppm

He BusiBiieHO

53 ppm

STMDP010002




baank komnanii

- 3arasibHUii BMICT JOMILIOK He 6inbiue 3000 ppm | 94 ppm
7. JIOMIUIKH Ta MPOAYKTH STMDPO010001
po3nany idynpodeny
(BEPX):
- €gp.@apm. omiuka J: He Ginbue 0.15% He BusiBneno
- €gp.Papm. Jomiwmka N: He Ginbwe 0.15% Hipkye KibkicHOT Mexi
- €sp.Dapm. Jlomika A+O: He Ginbure 0.15% Hukue KinbkicHoi Mewxi
- €sp.Dapwm. Jlomimka E: He 6Ginmbure 0.15% He BusBneno
- Byab-sika iHia
HeineHTHiKoBaHa JoMillKa: He 6inbure 0.10% Hwkue KinbKicHOT MeXi
- 3arajibHUI BMICT IOMIILIOK: He Ginbie 0.50% Hipkde KillbKicHOT Mexi
8. Mikpooiosioriuna €sp. Papm. 2.6.12,
yuceToTa*: 26.13
- 3arajipHe 4uci0 aepoOHUX STMDP010045
mikpooprasismis (TAMC) | He 6inpwe 10° KYO/r -
- 3arajlbHe Y1CI0
JIPIOKIKOBUX Ta
nnicHaBux rpubiB (TYMOC) | He ginpme 102 KYO/r }
- Escherichia coli He mae BusBsTHCS/T -

* - BunpoOyBaHHs He € pyTHHHWM, MTapaMeTp KOHTPOJIIOETBCSA BUPOOHUKOM Ha MOMEHT BHITYCKY
MpOLYKTY Ha nepiunx 20 cepisX, NOTIM /s A0BIIbHO BUOpaHUX cepiil He piilie 0HOro pasy Ha piK;
BIZMOBIIHO, pe3ynbTaT aHali3y Moke OyTH BIACYTHIM y cepTudikaTi aHami3y.

Komenrapi: BiacyTHi

3asiBa npo cepTudikauiio

LInMm 51 miATBEpIKYIO, 1O HaBe/eHa BULLe iHpOpPMaLlis € J0CTOBIpHOIO i TouHO0. Llto cepito npoaykuii 0yo
BUPOGIIEHO (BKIIOUAIOUM NAKyBaHHsA / MAPKYBaHHs) | IPOBEIEHO KOHTPOIb i AKOCTI Ha BUILE3a3HaueHIH
NiNBHULI B NOBHIM BixnmoBiaHocTi 3 BuMoramu GMP, BCTaHOBJIGHUMH MICLIEBUM PETYIATOPHUM OpraHoMm, a
TAKOXK y BIANOBiAHO 10 crienudikauii, mo MiCTATLCA B peecTpalliiHoMy 10Che, 00 y A0Che crnieundikautii
Ha npenapar Juisi 0C/TiDKYBaHOTO JIIKapchKOro 3aco0y.

T1poTOKOM BUPOOHMLITBA, YIIAKOBKH Ta aHali3iB Oy/M mepeBipeHi | BCTAHOBJICHO sianoBigHicte GMP.

Cxaaaeno: T. Jankovska /mianucano/
IpizBuine Ta nocaaa/3BaHHs 0CO0H, IKA BHIAJIA 103Bi]1 HAa BUITYCK cepil:
IMoroxxkeno: M. Velinovska Chadinoska, Ynoesnosaxena ocoba /nianucano/ 06.02.2024

Jlata Bunycky Ceprudikary sikocti: 06.02.2024




ALKALOIO
BROPJE

Pharmaceutical Chemical Cosmetic Industry Joint stock company
ALKALOID AD Skopje, Republic of North Macedonia,

1000 Skopje, blvd. Aleksandar Makedonski 12

Tel.: ++389 2 3104 000 / Fax: ++3892 3104 014 Quality

Assurance

............................................................................................................................................

............................................................................................................................................

...........................................................................................................................................

Marketing Authorisation No: UA/19663/01/01

............................................................................................................................................
............................................................................................................................................

............................................................................................................................................

' Name, address and
i authorisation number of all
. manufacturing sites and

i Name: ALKALOID AD SKOPJE
i Address: Boulevard Aleksandar Makedonski 12, Skopje, 1000,
i North Macedonia

i quality control sites: License number: Ne 18-3425/2 from 13.04.2023

............................................................................................................................................

. Certificates of GMP | GMP certificate number: Ne 409-4/2021-10 from 29.11.2022

i Compliance of all sites: ;

“Bateh No: 1 (i3a07
Batch size: 30.953 pes T
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ALKALOID
BROBJE

Pharmaceutical Chemical Cosmetic Industry
ALKALOID AD Skopje, Republic of North Macedonia,
1000 Skopje, blvd. Aleksandar Makedonski 12

Tel.: ++389 2 3104 000 / Fax: ++389 2 3104 014 Quality

Assurance

Results of analysis:

Joint stock company

Parameters Specification Results Method
1. Appearance Oblong, biconvex film- STMDP009990
coated tablets marked with | Conforms
double circle mark on one
side.
2. Color White to off-white Conforms STMDP009991
3. Identification:
5. Ibuprofen (HPLC) Positive Conforms STMDP009992
3.2. Paracetamol (HPLC)| Positive Conforms STMDP009994
3.3, Ibuprofen (FTIR) Positive Conforms STMDP009993
3.4, Paracetamol (FTIR) | Positive Conforms STMDP009995
3.5, Titanium dioxide Positive Conforms STMDP009996
(test reaction)
4, Dissolution:
4.1 Ibuprofen Not less than 75% (Q) for | 95% STMDP009997
period of 15 minutes
4.2 Paracetamol Not less than 75% (Q)
for period of 15 minutes 95%
5. Assay of active
substances: 95.0-105.0% of the declared | 98.5 % STMDP009998
- Ibuprofen (HPLC) content
95.0-105.0% of the declared
- Paracetamol (HPLC) content 101.2%
5.1 Uniformity of dosage
units: Ph. Eur. 2.9.40
5.1.1 Ibuprofen (by Content | Av<15.0% 7.7% STMDP009999
Uniformity) STMDP010000
5.1.2 Paracetamol (by Mass | Avy<i5 09, 1.4 %
Variation) B
6.Related and degradation
products of Paracetamol
(HPLC):
-Ph.Eur. Impurity K: Not more than 500 ppm Not detected
. STMDP010002
-Any other unspecified Not more than 1000 ppm 53 ppm
impurity:
Not more than 3000 ppm 94 ppm
-Total impurities:

X qualityaustria
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ALKALOID
aKoPJE

Pharmaceutical Chemical Cosmetic Industry
ALKALOID AD Skopje, Republic of North Macedonia,
1000 Skopje, blvd. Aleksandar Makedonski 12

Tel,: ++389 2 3104 000 / Fax: ++389 23104 014 Quality

Assurance

Joint stock company

7. Related and degradation
products of Ibuprofen
(HPLC):

-Ph.Eur. Impurity J:
-Ph.Eur. Impurity N:
-Ph.Eur. Impurity A+O:
- Ph.Eur. Impurity E:

- Any other unspecified
impurity:

-Total impurities:

Not more than 0.15%
Not more than 0.15%
Not more than 0.15%
Not more than 0.15%
Not more than 0.10%

Not more than 0.50%

Not detected
Below quantification limit
Below quantification limit
Not detected
Below quantification limit

Below quantification limit

STMDPO010001

8. Microbiological quality*:

- Total aerobic microbial
count (TAMC):

- Total combined
yeasts/moulds count
(TYMC):

- Escherichia coli:

Not more than 10° CFU/g
Not more than 10> CFU/g

Should not be present /g

Ph. Eur. 2.6.12,
2.6.13
STMDP010045

* The test is not a routine, the parameter is controlled by the manufacturer at release of the product on
the first 20 batches, then on a randomly selected batches, at least once per year; respectively, the test

result may not be available in the certificate of quality.
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ALKALOID
BROPJE

Pharmaceutical Chemical Cosmetic Industry Joint stock company
ALKALOID AD Skopje, Republic of North Macedonia,

1000 Skopje, bivd. Aleksandar Makedonski 12

Tel.: ++389 2 3104 000 / Fax: ++389 2 3104 014 Quality

Assurance

Comments: N/A

Certification statement:
I hereby certify that the above information is authentic and accurate. This batch of product has been manufactured,

lincluding packaging/labelling and quality control at the above mentioned site(s) in full compliance with the GMP
'requirements of the local Regulatory Authority and with the specifications in the Marketing Authorisation of the
limporting country or product specification file for Investigational Medicinal Products.

‘The batch processing, packaging and analysis records were reviewed and found to be in compliance with GMP.

I
1

Prepared by: T.Jankovska «gt;\i‘jjuuux,o&bcw,

Date of issue of CoQ: 06.02.2024
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JIEPJKABHA CJIVIKBA 3 JITIKAPCbKUX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTUKAMM Y KUIBCHKIN OBJIACTI

npos. CeiTinanoi Hanii, 3, M.Kuis, 02099, Ten/dpakc: (044) 363-06-50
E-mail: dls.ko@dls.gov.ua, Kox €JIPTIOY 37078774

BUCHOBOK
Npo AKICTHL BBE3¢HOr0 B YKpaiHy JlikapchKoro 3acody

30.04.2024 Ne 15012/24/10

ADDOUJIA TIUTIOC

(HaiiMeHyBaHHs JIKapChKOro 3aco0y 3riHO 3 peecTpaLiiiHim [TOCBIAYCHHSIM)
Ta6/JeTKH, BKPHUTI ITiIBKOBOIO 060/10HK010, 200 MI/500 Mr; o 10 Tads1eToK y oicrepi, mo 1
oaicrepy B KapTOHHIl Kopooui

(hopma BHITYCKY, JI03yBaHHs; BU/ MAKyBaHHS JIIKapCchKoro 3acody)
Howmep peecrpartiiinoro nocsizuenns UA/19663/01/01 crpox aif peectpauiiinoro nocsigyeHns 29.09.2027
Cepis nmikapchkoro 3acoby Ne 1113297 KinbkicTs BBe3eHOT0 Jikapehkoro 3acoby 19980

BupoGHik AJIKAJIOIT AJ] Cron’e, ITiBniuna MakeaoHis

(HaiiMeHyBaHHs BUPOOHHKA JIKApChKOTo 3aco0y, KpaiHa MOXO/DKEHHS)

Baeseno B Vipainy TosapucTBo 3 00Mesxkenoo Bianosinaabuicrio "JIEJIbTA
MEJIKEJ", inent. kon: 39448817

(naitmenysanus Ta ko 32 €JIPIIOY ropuanunoi ocodu abo npissuiie, im'st, o G6aTeKOBI (i3nuHOT
0c0o6H - MiANPHEMILS, Ti MiCLle TPOKHBAHHA Ta PEECTPalliiHIi HOMEp 0011KOBOT KapTKH TIaTHUKA
nojaTkis abo cepis Ta HOMEp MacrnopTa)

TMporokon Bisyarsnoro konrpoio sin 03.04.2024 Ne 0747/5.
JTaGopaTopHuii anasi3 sKOCTi TikapchKOro 3acody 3/iHCHEHHH!

JTaGopaTopis 3 KOHTPOJIIO SKOCTI JiKapchkuX 3aco6is TOB "TTOBPOBYT-JITIKUJTAB" (M. Kuis,
By, Hosropos-Cisepebka, 6y/1.3, HEKHTIIOBI NpuMitcHHS 92)

(HaliMeHYBaHHA Ta MiClIe3HAXO0/DKEHHs 1abopaTopii, 1o nposea nabopaToOpHUi aHalli3 AKOCTI)

BUCHOBOK II0J10 AKOCTI JTikapcsKoro 3acody, Brunanmii naGopatopieio sin 30.04.2024 Ne 539-24

Pe3yabTaTh 1a60paTOpHOTO aHali3y AKOCTI JliKapchkoro 3acoby 3a nepeBipeHUMH TOKa3HUKaMH BiAMOBIIAI0TH
BHMOTAM METOJIiB KOHTPOJTIO SKOCTi (@HaTITHYHO-HOPMATHBHOT JIOKyMeHTallif).

3a  pe3ynbTaTaMM  JIEPKABHOrO ~KOHTPOIIO — BCTAHOBJECHO, IO  JHKapChKHi

yKPaA ,H
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NEPXKXABHA CJYXKBA 3 JIIKAPCBKUX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTUKAMH Y KHIBCBKIN OBJIACTI

npos. CeiTmanoi Haxii, 3, m.Kuis, 02099, ten/daxc: (044) 363-06-50
E-mail: dls.ko@dls.gov.ua, Kog €APTIOY 37078774

BUCHOBOK
PO SIKICTH BBE3€HOIr0 B YKPAiHy JIiKapchbKOro 3aco0y
27.08.2024 Ne 41643/24/1011
ADPDOUJIA TVTIOC

(HaiiMeHyBaHHS JTIKapChKOT0 3ac00y 3riIHO 3 PeECTPALIHMM MOCBITYEHHSAM)
Ta6JaeTKH, BKPHUTI ITiBKOBOIO 060/10HK010, 200 Mr/500 Mr; o 10 TabaeTok y Gaicrepi, mo 1
0JicTepy B KapTOHHIi KOpoOui

(bopma BHITYCKY, 103yBaHHsI, BU/ IaKyBaHHs TiKapchkoro 3acoly)
Howmep peectpauiitnoro nocsiguenns UA/19663/01/01 crpox aii peectpauiiinoro nocsiguenns 29.09.2027
Cepis nikapcbkoro 3acoby Ne 1113297 KinskicTs BBe3¢HOTO Jikapchkoro 3acoby 19973

BrpoGHuK AJIKAJIOIT AJT Ckor’e, TTiBHiyHa Make1oHis

(HaliMeHyBaHHS BUPOOHHKA nir(apcu(oro 3aco0y, KpaiHa MOXOIKEHHs)

Baesero B Ykpainy TosapucrBo 3 o0mexeHoro BianosinansnicTio "JIEJIbTA
METIKEJI", inent. kon: 39448817

(HaiimenyBanHs Ta KoJ1 32 €JIPTIOY ropuanaHoi 0co6H abo npi3suile, im's, no GaTekosi Gizu4Hol
0co6H - miaNpHeMIs, i MiClle TPOKHUBAHHS Ta peecTpalifHui HOMEp 00JIIKOBOT KAPTKH IIATHHKA
noaaTki abo depist Ta HOMep nacropra)

TMporoxoa Bisyaasnoro kontpoio six 16.08.2024 Ne 2470/4.

3a  pesyNbTaTaAMM JIEPXABHOTO KOHTPOJIO BCTAHOBJEGHO, IIO | NiKapchkui 3aci6 BBeseHO B Ykpainy 3

JAOTPHUMAHHSM BAMOT 3aKOHOIABCTBA II0JI0 3a6e3MedeHHs SKOCTi TiKapChKhX 3aC00iB.
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ALKALOID
sxaopJE

Pharmaceutical Chemical Cosmetic Industry
ALKALOID AD Skopje, Republic of North Macedonia,
1000 Skopje, blvd. Aleksandar Makedonski 12

Tel.: ++389 2 3104 000 / Fax: ++389 2 3104 014 Quality

Assurance

Results of analysis:

Joint stock company

Parameters Specification Results Method
1. Appearance Oblong, biconvex film- STMDP009990
coated tablets marked with | Conforms
double circle mark on one
) side.
2. Color White to off-white Conforms STMDP009991
3. Identification:
3.1, Ibuprofen (HPLC) Positive Conforms STMDP009992
3.2, Paracetamol (HPLC)| Positive Conforms STMDP009994
3.3.  Ibuprofen (FTIR) Positive Conforms STMDP009993
3.4.  Paracetamol (FTIR) | Positive Conforms STMDP009995
3:5, TlFamum dioxide Positive Conforms STMDP009996
(test reaction)
4, Dissolution:
4.1 Ibuprofen Not less than 75% (Q) for | 94% STMDP009997
period of 15 minutes
4.2 Paracetamol Not less than 75% (Q)
for period of 15 minutes 94%
5. Assay of active
substances: 95.0-105.0% of the declared | 102.2 % STMDP009998
- Ibuprofen (HPLC) content
95.0-105.0% of the declared
- Paracetamol (HPLC) content 104.3%
5.1 Uniformity of dosage
units: Ph. Eur. 2.9.40
5.1.1 Ibuprofen (by Content | Av<]5.0% 3.1% STMDP009999
Chrariitey) STMDP010000
5.1.2 Paracetamol (by Mass | Avy<|5 4.0 %
Variation) B
6.Related and degradation
products of Paracetamol
(HPLC):
-Ph.Eur. Impurity K: Not more than 500 ppm Not detected
. STMDP010002
-Any other unspecified Not more than 1000 ppm 61 ppm
impurity:
Not more than 3000 ppm 147 ppm

-Total impurities:

@ qualityaustria
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ALKALOID
BKOBE

Pharmaceutical Chemical Cosmetic Industry Joint stock company
ALKALOID AD Skopje, Republic of North Macedonia,

1000 Skopje, blvd. Aleksandar Makedonski 12

Tel.: ++389 2 3104 000 / Fax: ++3892 3104 014 Quality

Assurance

Comments: N/A

Certification statement:

I 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 local Regulatory Authority and with the specifications in the Marketing Authorisation of the
importing country or product specification file for Investigational Medicinal Products.

The batch processing, packaging and analysis records were reviewed and found to be in compliance with GMP.

Prepared by: T.Jankovska gvgmw@%

Name, position / title and signature of the person authorizing the batc

Approved by: M.Velinovska Chadinoska, pharm.spec. QP t\l N

Date of issue of CoQ: 15.03.2024

P @ qualityaustria
P
Gy 130 9001:2018 HR.01038i1
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JAEPKABHA CJIYIKBA 3 JIIKAPCbKUX 3ACOBIB TA KOHTPO.TIO 3A
HAPKOTUKAMMU Y KUIBCBKIN OBJIACTI

npoB. CeiTauunoi Hanii, 3, M.Kuis, 02099, ten/daxc: (044) 363-06-50
E-mail: dls.ko@dls.gov.ua, Kog €IPITOY 37078774

BUCHOBOK
Npo SIKiCTb BBE3€HOIr0 B Y KpaiHy JIIKapcbKoOro 3acoly
25.07.2024 Ne 31588/24/10
ADODOUJIA TLIIOC

(HaMeHyBaHHSA JIIKAPCHKOT0 3ac00y 3TiHO 3 PEECTPALlIHUM MOCBITYEHHSAM)
TabJIeTKH, BKPHTI ITiBKOBOI0 000/10HK010, 200 Mr/500 mr; no 10 Ta6aerok y Gicrepi, no 1
OJ1icTepy B KapTOHHIH KOpoOui

(hopma BUMYCKy, T03YBaHHsA, BUI NIAKyBaHHS JTiKapChKOTo 3aco0y)
Homep peectpauiiinoro nocsizuenns UA/19663/01/01 crpoxk aii peecrpauiitnoro nocsinuenns 29.09.2027
Cepis nikapcbkoro 3aco6y Ne 1114339 KinbkicTh BBe3eHoro nikapcbkoro 3acody 540

Bupo6uuk AJIKAJIOIT AJ] Ckon’e, [TiBHiyna MakeoHis

(HaliMeHyBaHHs BUPOOHMKA JTiKapCchbKoro 3acoly, KpaiHa MOX0/DKEHHS)

Bgeseno B VipaiHy ToBapucTBo 3 o6mexkeHoro Bianosigaabuictio "J{EJIBTA
MEJIKEJI", inent. xox: 39448817

(naiimenyBanns Ta ko 3a €IPTIOY ropuanunoi ocobu abo npizBuiie, im's, 110 6aTbKOBI
(izuyHOT 0co6M - mixnpuemL, 11 MicLe NPOKUBAHHS Ta peecTpalliifHuii Homep 06TiKoBOT
KapTKHM [UIATHUKA [0J1aTKIB a00 cepis Ta HOMep nacropTa)

IpoTokoa Bisyanbnoro koutpo.o six 25.06.2024 Ne 1795/5.
JlaGopartopHuii aHaii3 SKOCTI JIKapChKOTro 3aco0y 3ifiCHEHHH:

JlaGopaTopis 3 KOHTpOJIO AKOCTI Jikapebkux 3aco6iB TOB "IOBPOBYT-JIIKUJIAB" (m. Kuis,
ByJ1. HoBropoa-CiBepcbka, 0y.3, HEKUTIOBI NpuMmillieHHs 92)

(HaliMeHYBaHHS Ta MiCLE3HaX0KEHHS 1abopaTopil, 1o mpoBesa JabopaTopHHUi aHasli3 SKOCTi)

BHCHOBOK 110710 SIKOCTI JlikapchbKkoro 3acoly, Buaanuii na6opatopiero Bin 25.07.2024 Ne 1075-24

Pesynbratn naGopaTopHOro aHaiisy sKOCTi JiKapchbKoro 3acofy 3a nepeBipeHMMHU NoKa3HUKaMu BIIMOBIAAIOTH
BMMOI'aM METOIiB KOHTPOJIIO SKOCTI (aHATi THYHO-HOPMATHBHOI JIOKyMEHTALLT).

3a pesynpTaTaMu J€PKABHOrO KOHTPOJIIO BCTAHOBJIEHO, 11O JIKapChkuil 3aci6 BBezeHo B VYKpaiHy 3

AOTPHUMAHHSAM BMMOr 3aKOHOIABCTBA L1010 3a0e3MneyYeHHs AKOCTI JlikapchbKUX 3aco0iB.
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bnank komnauit

CEPTU®IKAT SIKOCTI No. 40000207022

HaszBa npoayxkuii:

APDUJA IIJIIOC

Kpaina-BupooHuk:

IliBniyna Maxkenonis

Homep peectpaniiinoro
NMOCBiTYeHHS:

UA/19663/01/01

Cuia nii/aKTHBHICTD:

200 mr ioynpogeny Ta S00 mr mapaueramoJty

Jlikapceka ¢opma:

Ta0JIeTKH, BKPHTI MJIIBKOBOIO 000/10HKOI0

Po3mip Ta TN makyBaHHs:

no 10 tabaerok y 6aicrepi, 1 6uicTep B kapToHHIN KopoOui

Ha3Bu, agpecn Ta Homepu
JineH3ii BCiX JJIbHUID 3
BHPOOHHUITBA TA KOHTPOJIIO
SIKOCTI:

Haszea: AJTKAJIOII AJl Ckon’e

Aopeca: 6yabBap Ounexkcanapa Makenoncskoro, 12, Cxon’e, 1000,
IMisHiuna Makeaonis

Howmep niuensii: Nel8-3425/2 ¢io 13.04.2023

CepTudikaTn BianoBiaHocTi
GMP pas Beix QiIbHALD:

Ceprudikar Bianosianocti GMP Ne: 409-4/2021-10 Bix 29.11.2022

Homep cepii:

1114339

Po3mip cepii:

39.682 ynakoBok

Jdara BUpOOHHUTBA:

04.01.2024

JaTta 3aKkiHYeHHS TepMiHy
NPHAATHOCTI.:

12.2026
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JEPKABHA CJIVKBA 3 JIIKAPCbKHUX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTUKAMMH Y KUIBCHKIN OBJIACTI

npos. Ceitnuunoi Hanii, 3, m.Kuis, 02099, ten/daxc: (044) 576-40-41
E-mail: dls.ko@dls.gov.ua, Kog €/IPTIOY 37078774

BUCHOBOK
Nnpo sIKiCTh BBE3€HOr0 B YKpaiHy JIiKapchbKoro 3acody
10.03.2025 Ne 10456/25/1011
ADDOHIA IIJIIOC

(HaliMEeHyBaHHA JIIKapCbKOTo 3aco0y 3riHO 3 peecTpaLli#HHM OCBIIYEHHAM)
Ta0JIeTKH, BKPHTI NJ1iBKOBOI0 060,10HK010, 200 Mr/500 mr; no 10 Tabuerok y Gicrepi, o 1
OsicTepy B KapTOHHII Kopooui

(dbopma BUIYCKY, 103yBaHHA, BHA MAKYBAHHA NiKapCchKOTo 3acoby)
Homep peectpauiiinoro nocsizuenns UA/19663/01/01 crpox xii peectpaniiinoro nocsiguenns 29.09.2027
Cepis nikapcskoro sacody Ne 1114339 Kinbkicrs BBe3seHoro aikapeskoro saco6y 20160

BupoGHuK AJIKAJIOIJT AJ] Cxon'’e, ITiBniuna MakeoHis

(naiimMenyBaiusa BHpoGHHKA NikapcsKoro 3acofy, kpaiia MmoXomKensn)

Baeseno B Yipainy ToBapucTBoO 3 06MexeHor0 BianosigansHicTio "JIEJBTA
MEJIIKEJ", inenr. xon: 39448817

(naliMenyBaHHA Ta kox 3a €/IPITIOY ropuanynoi ocobH abo npissuiie, iM'a, 1o OaTLEKOBI (i3HYHOI
ocobu - nianpHemus, Ti Miclle TPOXKHBaHHA Ta peccTpalliiiHuii HoMep 06/1iKOBOI KApTKH MIaTHHKA
MoJaTKie abo cepid Ta HOMep nacmopTa)

Iporokon Bisyansnoroe kontposio sin 06.03.2025 Ne 0664/3.

3a  pesynbTaTaMM  JEpXKABHOTO KOHTPOIIO BCTAHOB/IEHO, IO JiKapcekuii 3acid BBeseHo B YkpaiHy 3

AOTPHMAHHAM BHMOT 3aKOHO/IABCTBA 110710 3a0e3neueHHs SKOCTI JIIKapChKHX 3acobiB.

Onera EPLOMEHKO

{nianumc) (iwinianu Ta npissuiLe)
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ALKALOID
sKopJE

Pharmaceutical Chemical Cosmetic Industry Joint stock company
ALKALOID AD Skopje, Republic of North Macedonia,

1000 Skopje, bivd. Aleksandar Makedonski 12

Tel.: ++389 2 3104 000 / Fax: ++389 2 3104 014 Quality

Assurance
T CERTIFICATE OF QUALITY No. 40000207022
g“'iiéb'ciii'c}'}{é'hié'""""""""""""}&?'Fi'ﬁx'iiijijé """""""""""""""""""""""""""""""""""""""""
="’Mai}iiiﬁi“éiﬁ?iﬁé’éii&ﬁ’t}'y"'"""" North Macesdonls T

i Marketing Authorisation No: | UA/19663/01/01

............................................................................................................................................

. Strength/Potency Ibuprofen 200 mg + Paracetamol 500 mg

| Dosage form: | 'i«"iih}"c'b}iié}i'%;ﬁ;ié{s' """""""""""""""""""""""""""""""""""
"'i%i'c'l};u'ge"é{}é'Q{I'd'i'y'ﬁé'"""'""JE'I(')' tablets in blister. 1 blister in cardboard box
g"’Na}}ié‘,'é'diii'ééé';ﬁ'ci'""'"'"""'"N(}}i{é"AiliZAijéi'ﬁ'Xﬁ'S'i{ijii """"""""""""""""""""""""""
i authorisation number of all | Address: Boulevard Aleksandar Makedonski 12, Skopje, 1000,

. manufacturing sites and i North Macedonia

i quality control sites: i License number: Ne 18-3425/2 from 13.04.2023

" Certificates of 'G"Mif""""""""'G'Mﬁ"c'éi tificate number: No 409-4/2021-10 from29.11.2002 |
. Compliance of all sites: :

TBatch No: ianasse T
Bateh size: 1 39.682pes |
| Date of manufacture: | 6&'6{'26'2'4 """""""""""""""""""""""""""""""""""""""""""""
g“'iv'k';;i'r'y“&éi'e"""""'"""""""""15"2'{)'2'6 """""""""""""""""""""""""""""""""""""""""""""""

F X @ qualityaustria
i@?
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brauk komnanii

- 3araJibHUI BMICT JOMIIIOK

He 6inbuie 3000 ppm

147 ppm

7. JoMilIKH Ta NPOAYKTH
po3nany idynpogeny
(BEPX):

- €p.@apm. Jlomiuka J:

- €Bp.@apm. [lomiwka N:

- €Bp.@apwm. [Jomimka A+O:

- €p.@Papm. [lomimka E:
- Byab-sika iHwa

HeineHTHiKoBaHa JOMilIKa:
- 3araJbHUI BMICT JOMILIIOK:

He 6inbuie 0.15%
He 6inpiue 0.15%
He 6inbuie 0.15%
He 6inmbie 0.15%

He 6inpie 0.10%
He 6inbie 0.50%

He BusiBieHo
Huxue KibKicHOT MexKi
Hukue KibKicHOT MexKi
He BusBieHo

Huxye KiJIbKiCHOT Mexi
Huxue KiIbKiCHOT Mexi

STMDPO010001

8. Mikpo0ioaoriyna
YHCTOTA®:

- 3araJibHe YMCII0 aepOOHHUX
Mmikpoopranizmi (TAMC)

- 3arajbHe 4YMuCIo
JOPIKIKOBUX Ta

rticHsABUX rpubiB (TYMC)

- Escherichia coli

He 6inbwe 10° KYO/r
He 6inbme 10> KYO/r

He mae BusiBnaTHCS/T

<100 KYO/r
<100 KYO/r

Binmnosinae

€p. Papm. 2.6.12,
2.6.13
STMDP010045

* - BunpoOyBaHHs HE € pyTHHHUM, MapaMeTp KOHTPOJIIOETHCS BUPOOHHKOM Ha MOMEHT BHITYCKY
npoayKTy Ha nepuux 20 cepisx, MOTIM A/ JOBIIbHO BUOpAaHUX cepiii He pijlie 0JHOrO pa3y Ha pikK;

BIATIOBIIHO, pe3yJIbTAT aHalli3y Moxke OyTH BIICYTHIM y cepTUdIKaTI aHai3y.

KomenTapi: BiacyTHi

3asiBa npo ceprudikauiro

LM s miaTBepaXKylo, 10 HaBeleHa BHllle iH(opMallis € T0CTOBIpHOIO | TouHOKO. 110 cepito mpoaykuii OyJ10

BHPOOJIEHO (BKITIOYAIOUH MAaKyBaHHs / MapKyBaHHs) i MPOBEICHO KOHTPOIB 11 AKOCTI Ha BHIE3a3HAueHIH

AITBHULI B TOBHIH BianoBigHocTi 3 BUMoraMu GMP, BcTaHOBIEHUMH MICLIEBMM PETYJISSTOPHUM OpraHoMm, a
TaKOXX Yy BIAMOBIZAHO A0 crieuu@iKaLii, 1110 MICTATBCS B peecTpalifHOMY A0CkE, a00 'y A0Che crieudikarii
Ha rpernapat AJs 10CJiDKYBaAHOT0 JIiIKapchKOTro 3acoly.

[TpoTokoau BUpoOHHLITBA, YTAKOBKM Ta aHasli3iB OyJIM nepeBipeHi i BcTaHOBIeHO BianoBiaHicte GMP.

Ckaaneno: T. Jankovska /mignucano/

IIpisBuie Ta nocaaa/3BaHHs 0co0H, IKa BHAAJIA 103BiJl HA BUITYCK cepii:

IToroa:xkeno: M. Velinovska Chadinoska, YnosHoBa)keHa ocoba /mignucaHo/

Hata Bunycky Ceprudikary sikocri: 15.03.2024
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braunk komnanii

PesyabTaTn anaiisis:

IMokazuuk Kpurepii Pe3yabTaTn MeTton
NPHHHSTHOCTI
JIBOOMYyKJIi, OBAJILHOT STMDP009990
bopmu, TabneTkn Binnosinae
BKPHTI MJ1iIBKOBOIO
1. 3oBHIMHIA BUIJIAA 000JIOHKO1O,
No3Ha4yeHi NoABIHHUM
KOJIOM Ha OJTHOMY
Houli.
2. Koaip Binoro abo maibxe Binnosinae STMDP009991
6151010 KOJIbOpY
3. InenTudikauis:
3.1. I6ynpoden (BEPX) [To3utuBHa Binnosinae STMDP009992
3.2. Mapaueramoa (BEPX) [To3utnBHA Binrnoginae STMDP009994
3.3. Ioynpoden (Pyp’e-IYC) | [TosutnBHa Binnosinae STMDP009993
3.4. ITapaueramoa (Dyp’e- [TosutnBHa Binnosinae STMDP009995
I4C)
3.5. Turany aiokcua [To3utnBHA Binnosinae
(TecTOBa peakilis) ST
4. Po3yHHeHHs:
4.1. Ioynpoden He menwe 75 % (Q) | 94 % STMDP009997
3a 15 XBUIHMH
4.2. [Tapaueramou He menwe 75 % (Q)
3a 15 XBWIMH 94 %
5. KinbkicHe BH3HAUYEeHHS
AI0YHX PEYOBHH: STMDP009998
- Ioynpoden (BEPX) 95.0-105.0% 102,2 %
3asBIIEHOT0 BMiCTY
- [Tapaueramoa (BEPX) 95.0-105.0% 104,3 %
3asIBJICHOTO BMICTY
5.1.0nHopiaHicTH 1030BaHUX
OHHHID: E€pp. Papm. 2.9.40
5.1.1.16ynpoden (meron STMDP009999
BUIPOOYBaHHs Ha STMDP010000
OJHOPIAHICTb 103yBaHHS) AV<15.0% 3,1 %
5.1.2. [Tapaueramon
(po3paxyHKOBO-BaroBui
AV<15.0% 4,0 %

METOo/)

6. lomimkn Ta NpoaAyKTH
po3najy napaneramo.y
(BEPX):

- €Bp.®apm. [Jomimka K

- Bynp-ska iHwa
HeileHTH(iKoBaHa JOMilIKa

He 6inbue 500 ppm

He 6inbue 1000 ppm

He BusiBnexo

61 ppm

STMDP010002




JEPXKABHA CJYXKBA 3 JIKAPCBKUX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTUKAMHM Y KHIBCBKI OBJIACTI

npos. Ceitnmunoi Haxii, 3, m.Kuis, 02099, t¢n/dake: (044) 363-06-50
E-mail: dls.ko@dls.gov.ua, Kog €IPTIOY 37078774

BUCHOBOK
Npo sIKiCTh BBE3€HOT0 B YKpaiHy JiKapchbKoro 3aco0y
27.08.2024 Ne 41644/24/1011
ADPDUJA TIJIIOC

(HaifMeHyBaHHs JIKapChKOro 3aco0y 3riHO 3 peecTpallifHUM MOCBIIYEHHAM)
Ta6J1eTKH, BKPHUTI ITiIBKOBOI0 000,10HK010, 200 Mr/500 mr; o 10 Tabaerok y 6aicrepi, mo 1
0uricTepy B KAPTOHHIH KOpoO1Li
(hopma BHIYCKY, 103yBaHHsI, BHI TaKyBaHHs J1iKapchKoro 3acoly)

Homep peectpaniitroro nocsizuenns UA/19663/01/01 ctpox nii peecrpauiitnoro nocsiguenns 29.09.2027
Cepis mikapcpkoro 3acoby Ne 1114339 KinbkicTh BBE3¢HOTO Nikapchkoro 3acoby 187

Brpo6HHK AJIKAJIOI]] AT Ckon’e, TTiBHiyHa Make1oHis

(HaliMeHyBaHHs BUPOOHMKA JTIKApChKOro 3aco0y, KpaiHa MOXOKEHHS)

Baeseno B Ykpainy ToBapuctso 3 oomesxxeHor BianopinaasnicTio "IEJIBTA
MEJIKEJI", inent. xon: 39448817

(HaiimMeHyBaHHs Ta ko1 3a €JIPTIOY 1opuauunoi 0co6u aGo npi3euLe, iM's, 1O 6aTHKOBI (BizHdHOT
0co6H - mianpUeMIs, 1 Micle IPOXKHMBAHHS [Ta peecTpaLiifHui HoMep 00/1iKOBOT KAPTKH ILIATHHKA
nojatkis abo gepist Ta HOMep nacropTa)

Mporokoa BizyansHoro koutposio Bia 16.08.2024 Ne 2470/5.

3a pe3ynbTaTaMM JIEPXKABHOTO KOHTPOJIIO BCTAQHOBJICHO, IO | JIIKapchKMH 3aci® BBe3eHO B VYKpaiHy 3

AOTPHUMAHHSIM BUMOT 3aKOHO/IaBCTBA M0N0 3a0€3MEUEHHs AKOGTI TIKapChKUX 3ac00iB.
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ALKALOID
BKOBJE

Pharmaceutical Chemical Cosmetic Industry
ALKALOID AD Skopje, Republic of North Macedonia,
1000 Skopje, blvd. Aleksandar Makedonski 12

Tel.: ++389 2 3104 000 / Fax: ++3892 3104 014 Quality

Assurance

Joint stock company

7. Related and degradation
products of Ibuprofen
(HPLC):

-Ph.Eur. Impurity J:
-Ph.Eur. Impurity N:
-Ph.Eur. Impurity A+O:
- Ph.Eur. Impurity E:

- Any other unspecified
impurity:

-Total impurities:

Not more than 0.15%
Not more than 0.15%
Not more than 0.15%
Not more than 0.15%
Not more than 0.10%

Not more than 0.50%

Not detected
Below quantification limit
Below quantification limit
Not detected
Below quantification limit

Below quantification limit

STMDPO10001

8. Microbiological quality*:

- Total aerobic microbial
count (TAMC):

- Total combined
yeasts/moulds count
(TYMC):

- Escherichia coli:

Not more than 10* CFU/g
Not more than 10> CFU/g

Should not be present /g

<100 CFU/g
<100 CFU/g

Conforms

Ph. Eur. 2.6.12,
26.13
STMDP010045

* The test is not a routine, the parameter is controlled by the manufacturer at release of the product on
the first 20 batches, then on a randomly selected batches, at least once per year; respectively, the test

result may not be available in the certificate of quality.

@ qualityaustria
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