CERTIFICATE OF QUALITY

e CEPTU®MKAT KAYECTBA
ALCALA FARMA Laboratorios ALCALA FARMA, S.L.
PRODUCT: IMET® FOR CHILDREN 4 % BATCH: o0
NPOAYKT UMET® ONA OETEN 4 % CEPUS

PeructpaumonHoe yaocrosepenue /
Registration Certificate N°

UA/16881/01/01

Crpana npoussoautens / Country of
manufacturer

Wcnanusa / Spain

Do3suposka/Coaepxanue / Unit of dose
description

§ Mn opanbHoi cycnensun coaepxut 200 mr ubynpocbeta / 5 ml oral suspension
with 200 mg ibuprofen

NexapcTeennan opma / Dosage form

OpanbHas cycnexaus 200 mr/5 mn/ Oral suspension 200 mg/5 ml/

Bua n pasmep ynakosku / Type and
size of packaging

100 mn Bo hnakore, 1 inakoH B KOMNAEKTE C AO3UPYIOLUNM YCTpOWCTBOM B
KapTOHHOI kopobke, C MapKUpPOBKOIA Ha ykpauHcKkoM sisbike / 100 mi in a bottle, 1
bottle with dosing device in a carton box, labeled in Ukranian

KONUYECTBO BbITYWEHHbIX EQUHNAL

DATE OF MANUFACTURE 07.2020
[ATA IPOM3BOACTBA

EXPIRY DATE

CPOK rogHocTH 07-2023

RESULTS OF ANALYSIS

PE3YJIbTATB! AHAJTH3A CONFORM / COTIACHO
N° OF RELEASED UNITS an

PaspeweHue Ha ebinyck cepuu
enifaHo, KomnaHueii / Releasing site

LABORATORIOS ALCALA FARMA, SL

Avenida de Madrid,82, Alcalé de Henares, Madrid, 28802, Spain
Jlaboparopuoc Ankana ®apma, C.J1.

Asennsa ne Magpua, 82, Ankana ge SHapec, Magpua, 28802, Ucnanus

Homep nuuex3uu Ha npoussoacTeo /
Authorisation No

927-E

Maccosas cosmectHas ¢: MIG 4% 100ML MN CEPUS 901504/ IMET FOR
CHILDREN 4% 100ml UA CEPUA 902058/ MIG FOR CHILDREN FTE 100mi

found to be in compliance with GMP.

3ASIBNIEHWE CEPTUOUKALMN:

ocywecmeneH 6 noNnHom

OBSERVATIONS GE CEPWA 901521/

HABMOREHNA Bulk shared with: MIG 4% 100ml MN batch 901504, IMET FOR CHILDREN 4%
100ml UA batch 902058 and MIG FOR CHILDREN FTE 100ml GE batch 901521,
Deviation report number 20/33

CERTIFICATION STATEMENT:

I hereby certify that the above information is authentic and accurate. This batch of product has been
produced/manufactured, including packaging and quality control at the above mentioned site(s) in full compliance
with the GMP requirements of the local
Authorisation of the importing country. The batch processing, packaging and analysis records were reviewed and

Regulatory Authority and with the specifications In the Marketing

51 HacmosAwum 3aeepsmi0, YMO UHGPOPMaYUUS, UIITOKBHHAS 6bllWe, s1es176MCcA MOYHOU u docmoeepHoil. lpoyecc
npouseodcmea JdanHol cepuu npodyxkma,
coomeemcmeuu
KOHmMponupyiloWuUMu opzaHamu, U CMeUUpUKALUAMU PeuCmpayuoHHo2o ydocmosepeHus umnopmupyiouiei
cmpatbl, unu mpebosaHuaMu cneyucbukayuu Ons nPodyxmos, NPeOHa3HaYGHHLIX OIS uccnedoeanuli. Omyemst
0 npouseodcmee, ynaKoexe U aHanuUMUYecKUX
ydoenemeopsowumu cmandapmam GMP.

GHINI0YAA YNaKoeKy/MapKUPOGKy U KOHmMpons Kayecmea, Obin
¢ mpeboearuamMu GMP, ymeepWOeHHLIMU MEeCMHLIMU

ucnbimaHusx cepuu 6binu npoaHanu3upoeaHbl U nNpu3HaHbi

ISSUED BY QUALITY ASSURANCE
BbINYUEHO OBECIMEYEHUEM

[oeste

Avda. de Madrid,82 - C.P. 28802 Telf. (91) 889 06 00 - Fax. (91) 889 05 02 — Alcala de Hena
hitp:/www.alcala-farma.es/
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LABORATORIOS ALCALA FARMA, S.L.

KAYECTBA 23/08 /2620
GONZALO BERNALDO DE QUIROS

Technical Director / Qualified Person /

Texnuyeckuti dupexmop / Signature / Date 7{7 « P
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ANALYTICAL CERTIFICATE / AHAJIUTUYECKUA CEPTUOHKAT

Analytical 1 aference
AHanumuveckas ccbinia

IMET® FOR CHILDREN 4 %
UMET® ANA AETEW 4 %

CA AF 225322

BATCH
TNAPTHA

901503

TEST
TECTOBOE 3AQAHNE

SPECIFICATION
CNEYASHUKALINA

UNIT OF
MEASURE
EQHHMUA

HIMEPEIIA

RESULT
PE3YNbTAT

Appearance
BHewHwiH BuA

Viscous suspension, free of foreign substances, white
or off-white and with characteristic strawberry
flavouring

BA3kan CyCrieHIWA, H8 COABPKALLARA NOCTOPOHHMUX
|sewecte, Ganoro unu noyTu Genoro ueerta ¢
X@BpaKTepHbIM KIyGHUYHbBIM 3naxoM.

Complies
Wcnonuser

350 - 800

Ps 1519

cns

3.6-46

41

Declared v:'lume
Hzenexaew..ii o6em

Average volume of 10 bottles of each labeled dosage (100,
and/or 200 mL) should not be less than 100 % of the labeled
|content, and no volume should be less than 85 % of the
(abeled volume. If the average volume is less than 100 % of
the labeled volume, and the volume of one bottls is less than
85 %, or if the volume of not mare than one bottle is less
than 85 %, but not less than 90 % of the labeled volume,
inspect 20 additional bottles. In this case, the average
volume of the solution from 30 bottles should be not less 100
% of the labeied volume, and the volume of not more than 1
of 30 bottles should be in the range of 90 — 95 % of the
Iabeled volume.

CpenHwi 06beM 10 hNaxoHOs KDKGOM 3@RBNEHHON
jacsuposkut (100 wrnu 200 Mn) He AOMMKEH COCTEBNATL
menee 100 % oro [} ¢ o6beM
HE MOXET COCTaBNATL MeHee 85 % 3angneHHOro obbema.
Ecnv cpeaHuis o6bem cocrasnseT Menee 100%
38R8N18HHOMO 061LEMA, 8 05LeM QIHOM drakoHa
cocTasnsieT MeHee 95 %, nnm ecnu oGbem He Gonee caHoro)
naxoHa cocTaanseT MeHee 95 %, HO He MeHee 90 %

ob cneayet

20 RONONHUTENLHILIX PNEKOHOB. B 1GHHOM CNY4ae CPeaHU
00beM p pa 30 ¢ ROMKEH H8
meHee 100 % 3aasneHHoro obbema, a obbem He Gonee Yem
1 13 30 hnaxoHOB AONKEH HAXORUTLCS B AUANAIOHE

90 — 95 % 3anBnenHoro oGvema.

Complies
WUcnonwset

Uniformity of mass of delivered doses
from multi¢=»~e containers
OAHOPOAHOCTL MaLibl 4O3,

N3 MHOT

Not more than two of the individual masses daviate by
more than 10 % from the average mass and none
deviates by more than 20 %.

He Gonee gsyx eneii Macchl
MOTYT OTKINOHATBECA OT CpeAHen Maccel Gonee yem Ha
10 %, u Hu opuH Gonee yom Ha 20 %.

Complies
Wcnonwret

Inscrita en el Registro Mercantil ¢e Madrid, at Tomo §.058, Folio 28, Seccién 8° Hoja nGmero M-82.957, inscripcion 72, con C.LF. B-28053012.

Particle size
Paamep yacmuy

Absence of particles larger than 100 ym and absence
of agglomerates.

O wacmuy 6 100 mxm u

Complies
Wcnannser

GROUPE SYNERLASB

LABORATORIOS ALCALA FARMA, S.L.

http://www.alcala-farma.es - info@alcala-farma.es

CALA FARMA NN

AVENIDA DE MADRID, 82 — Apartado de correos 37 - Tel: 91 889 06 00 — Fax: 91 889 05 02 — C.P. 28802 — Alcala de Henares (MADRID)




inscrila en el Registro Mercantil de Madrid, al Tomo 5.058, Folio 28, Seccion 82, Hoja ndmero M-82.957, inscripcidn 7°, con C.I.F B-26058012

Identification of Ibuprofen (HPLC) The retention time of ibuprofen in the chromatogram
Ui ¢ ynpo with test sample of ibuprofen assay shall
(BINX) match the retention tlme of the standard.
Method 1 Bpema Ha Xp: Complies
Mevoa 1 ncnuryeuoro obpasya Konmecﬂenuoro a«anma Wcnonuser
A co L
yAspxuasHun cranaapra.
Method 2 — e
MeTog 2 The 1 time of ibup inthe chr
obtained with test sample of the dissolution test shall
match the retention time of the standard.
Bpems yaepxumaatun ubynpoceHa Ha xpoMarorpamme Complies
ucnbiTyemoro oGpasiia UCNbITaHnR Ha PacTBOpPeHUe WUcnonuser
<o Bp
cranaapra.
The retention time of sodium benzoate in the
. chromatogram obtained with test sample shall match
Identification of sodium benzoate the refention time of the standard.
(HPLC) .
Yo £, Complies
83, Preeyun - Harpus GeH3oaTa Ha WUcnonwxser
(83X xpousrorpanme ucnbiTyeMoro obpasua
COOTBETCTBYOT Bp! P HAap’
Q =80 % for 15 min Complies
Elssolutlon of Ib‘uproﬁ? Q =80 % 8 TeueHne 15 muH % Wcnonnset
¥ il hl {100-101%)
Assay Sodium Benzoate (HPLC) 4.5-5.5mg/5 mL (80 % ~ 110 %)
Kanu ] 5 4,5~ 5,5 mr/5 mn (90 % — 110 %) mg 5.1
Hampus (BIXX)
Assay Ibuprofen (HPLC) 190.0 - 210.0 mg/5 mL (95 % ~ 105 %)
K a ynpod 190,0 - 210,0 mr/5 mn (85 % ~ 105 %) mg 200.6
B3,
Quantitative composition of Impurities
(HPLC)
npumecei (BIXX]
4 -isobutylacetophenone
4”305 eToderon <0.10 % ND (0.009%)
2-(4-butylphenyl)propionic acid
244 HAT) MPORMOHOBAS <0.30 % ND (0.017%)
Unidam:ﬁed impurities, separately
HeycraHoBneHHLIe NpuMecy, no <0.10 % 0.02
oTAenbHOCTN
'Sum of unidentified impurities
Cymma HeyCTaHoBNeHHbIX NpuMecen <0.70 % 0.02
Total impurities
O6uwee coge ue npuMecev $1.00 * 0.02
Mlcroblll limits (TAMC) , CFU/m!
<10 KOEMmn |< 10
TAMC
Mlcmbl:l limits (TYMC) 1o CFUImI <10
T :IIrlC KOE/mn
:Icroblal li- vits. E. coli Absence in 1ml Absent
Escheric hi., colifun Omcymcmeue e 1 Mn Orcyrcrane
API INFORMATION IBUPROFEN Ph. Eur.
Batch
I 418833
Supplier's batch
Napmus nocmaswiuka R
Manufacter
npou3zeodumens SIGROUP, INC
Supplier <
nocmastii AZELIS ESPANA, S.A,
Analytical date 20/08/2020
Axanumuyeckas dama
:éA
Certificate dated in: k_//‘” ‘ CM
Ceptucduxar or: . . ereny
- © 20108/2020

: Head of Quality Control

Kayecmea

GROUPE SVNEILAB
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LABORATORIOS ALCALA FARMA, S.L.

http://iwww.alcala-farma.es —

Lanacateris,

AVENIDA DE MADRID, 82 — Apartado de correos 37 — Tel: 91 889 06 00 — Fax: 91 889 05 02 — C.P. 28802 — Alcal4 de Henares (MADRID)
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ANALYTICAL CERTIFICATE / AHAJIATUYECKWNA CEPTUOUKAT

IMET® FOR CHILDREN 4 %
UMET® ISl RETENA 4 %
Analytical reference BATCH 01503
AHanumu4ecxan ccbifika CAAF 225322 NMAPTHUA #
TEST SPECIFICATION st RESULT
TECTOBOE 3AAHUE CNEUHOHKALNA PE3YINbTAT
C. lypoliti Absence in 10 ml Absent
- ‘Ypolitica Orcyvereve 8 10 un Orcyrcrane
Analytical date 20/082020
Ananumuyecxan dama
Certificate dated in; # / }IC
Ceprucpukar or: \\ 20/08/2020

Inscrita en ef Registro Mercantil de Madrid, al Tome 5.058, Folio 28, Seccidn 8 Hoja nimero M-82.957, inscripcién 72, con G.LF, B-28053012.

q Head of Quality Control
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JEPXJIIKCIIYXXBA
JEPKABHA CJY/KBA 3 JJIKAPCBKHUX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTHUKAMM Y KUIBCBKIHN OBJIACTI

npocnekT Banepis JIo6aHoscrkoro, 51, M. Kuis, 03110, Ten/dakc: (044) 2753030
E-mail: dls.ko@dls.gov.ua,https://www.dls.gov.ua, Kog €APIIOY 37078774

BHUCHOBOK
Npo AKICTH BBE3€HOro B YKpaiHy JikapchbKoro 3acody

B 12.11.2020 Ne 60903/20/10

IMET® JJIS1 JITEN 4%

(HaliMeHyBaHHS JTiKapchkoro 3acoby 3rilHO 3 peecTpaLifHIM II0CBINYECHHAM)
cycnensist opanasHa, 200 Mr/S ma, mo 100 ma y ¢urakoni; mo 1 duraxony 3 qosyrodum
a ‘ NPHCTPOEM I IEPOPAILHOr0 BBEACHHsI B KAPTOHHIl Kopo6ui

(dopma BuITyCKy, 103yBaHHS, B NTaKyBaHHS 1iKapCLKOro 3acofy)

Homep peectpauitinoro nocsimuenns UA/16881/01/01 crpox nii peectpauiitnoro noceinuenns 10.08.2023

Cepis nikapcrkoro 3aco6y Ne 901503 KinskicTs BBe3eHOrO Jikapcskoro 3acoby 3246
Bupo6Huk Jlaboparopioc Ankana ®apma, C.J1., Icnanis
(nafiMeHyBaHHA BUPOOHHKa JIKapChKOro 3aco0y, KpaiHa IOXOKEHHS)
X BBesero B YkpaiHy CrijbHe yKpPaiHCHK0-eCTOHChKE IIIPHEMCTBO y ¢opmi ToBapucTBa
| 3 oOmexxenolo Bignosinaabuictio "Onrima-®apm, JIT", inenr. xon:
- 21642228

(naiiMenyBaHHs Ta koa 3a €JIPTIOY 1opuaiuHoi 0co6H aGo npi3BUILE, M3, 10 6aTEkOBI isuunOT
ocobu - mianpuemus, ii Micle npoXHBaHHA Ta peecTpauifnubl HoMep 06TiKOBOT KAPTKH IIATHHKA
noaatkiB abo cepis Ta HOMep NacropTa)

TIporoxou Bisyannbnoro xonrpomo Bin 11.11.2020 Ne 3866/15. -

3a pesynbTaTaMH [EPXABHOrO KOHTPONIO BCTAHOBJEHO, INO JiKapchkuMf 3aci6 BBeseHo B VkpaiHy 3
M BHMMOT 3aKOHOAABCTBA MOAO 3a0e3MeUeHHS AKOCTI JIiKapChKHUX 3ac00iB.

[‘ o Onexciit COJIOIPAIA

'u[\l{};c) (ininiany Ta npiseameE)
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