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LCALA FARMA

LABORATORIOS ALCALA FARMA, C.L. JABOPATOPIOC AJTIKAJIA @DAPMA, CJI.
Avenida Madrid, 82, Alcala de Henares, 28802 ITpocnexm Madpud, 82, Anxana de Enapec,

Madrid, Spain 28802 Maopuo, Icnanin

BATCH CERTIFICATE No. / CEPTU®IKAT CEPII Ne 23/9011 - 906666

Product name, dosage form /
Hassa nixapcskoro 3acoby,
nikapcbka (opma:

Strength/Potency / Cuna aii/
AKTHUBHICTD:

Package size and type / Po3mip Ta
THII IAKyBaHHS:

Batch number / Homep cepii:

Manufacturing date / Jlata
BUpOGHHLTEA :

Registration certificate /
PeecrpauiiiHe MOCBiXUEHHS:

Manufacturing license / Jliuensis
Ha BUPOOHHLITBO:

Certificate of GMP compliance
and its expiry date / Ceprudikar
sianosizgHocti GMP Ta crpok aif
cepru(ikary:

The product was manufactured and

tested / Jlikapcekuit 3aci6

Anticataral, powder for oral solution, 10 sachets with powder in a carton box /
AHTHKATApaJ, NOPOLIOK AJIsl 0PaJbHOTO0 PO34MHY, o 10 naKeTukis 3 NOpoWIKOM Y
navui 3 KapToHy

1 sachet contains 650 mg paracetamol, 10 mg phenylephrine hydrochloride, 4 mg chlorphenamine
maleate / 1 nakeTuk micTHTL napaueramosty 650 mr, deninedpuuy rinpoxsopuay 10 mr,
xaopdenaminy maneary 4 mr

sachets No, 10 / naxeruxu Nel0

Batch quanity, packs /

906666 Kinsxicrs B cepii, ym: 14697
Expiry date / IlpunarHuit
08.11.2023 no: 11.2026

No. UA/7810/01/01, Order of MoH of Ukraine No. 1270 of 06.07.2018 / Ne UA/7810/01/01 naxa3 MO3
Viepainn Ne 1270 8in 06.07.2018 p.

Ne 927E of 25.05.2012 / Ne 927E Bin_25.05.2012 p.

Certificate No.ES/047HVI/21 valid till 05.02.2024 / Ceprudikar N ES/047THV1/21 ao 05.02.2024 p.

82 Madrid Avenue, Alcala de Henares, 28802 Madrid, Spain / XIpocnext Maapuz, 82, Anxana e

BUPOGieHO Ta NIPOKOHTposoBaHo: Enapec, 28802 Maapua, Icnanis

Quality control according to /
KoHTposb AKOCTI BiAMIOBIAHO 00O:

QCM MP to RC No. UA /7810/01/01 with changes / MKA JI3 no PTI Ne UA /7810/01/01 3i sminamu

Ne Tests / [Tokazunk

QCM specifications / Bumoru MKSI Result / PesyasTaT

1 |Description / Onue

Sachets containing white, homogeneous powder without any lumps.
When dissolved in water, the product has an orange flavor /
TlakeTyky, wo MictaTs Ginui, ogHOpiAHUi, 63 rpyA0HOK MOPOLIOK.
IMpu po3unHEHH y BOLI penapar Ma€ anelbCHHOBHH cMaK

Cumple
Binnosinae

2 |Identification / InenTudikauin

2.1

Paracetamol / Ilapaueramony

In the test for Assay, the peaks due to paracetamol in the
chromatogram obtained with the test solution are similar in retention
time to the peaks due to paracetamol in the chromatogram obtained
with the standard solution. / Yac yrpuMyBaHHs MiKy napaueTamosiy Ha
XpoMaTtorpamax BUNPOGOBYBAHOTO i CTAHAAPTHOTO PO3UHHY,
OTPUMaHHKX MPH KiJbKICHOMY BHU3HAUEHHI NAPaLETaMOoly, OBHHEH
cniBnajaT

Cumple
Burpumye

2.2

xaopdenaminy maneaty

Phenylephrine hydrochloride
and chlorphenamine maleate /
Meninedpuny rinpoxaopuay i

Tn the test for Assay, the peaks due phenylephrine hydrochloride and
chlorphenamine maleate in the chromatogram obtained with the test
solution are similar in retention time to the peaks due to
phenylephrine hydrochloride and chlorphenamine maleate in the
chromatogram obtained with the standard solution / Yacu
yTpuMyBanHs mikis Qeninedpury rizpoxnopuny i xnopdenaminy
MaseaTy Ha XpOMaTorpaMax BHIPOGOBYBAHOTO i CTAHAAPTHOTO
PO3UHHY, OTPHMAHHX NPH KiNbKICHOMY BU3HAUEHH], NOBHHHI
CIiBNANATH

Cumple
Butpumye

2,8-4,0 3,1
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4 . ;
Loss on drying / B.TpaTa B Maci < 2% 0.4 %
NpH BUCYILYBAHHI
S Average mass / Cepeans maca 5118 mg+3% /5118 mMr £3% 5173 mg (mr)
6 |Uniformity of mass / Deviation by not more than 7.5% is allowed; not more than 2 units |97,4 % - 102,4 %
OnuopiuicTe Mach out of 20 deviate by more than :15% / JlonyckaeTbCs BiAXHJICHHS He
6inbie 7,5%, He 6inbiue, A ABOX i3 20 OAMHUL AONYCKAETLCS
BiaxuneHns He Ginsiue 15%
7 |Assay / Kinbricunii mict
7.1 |Paracetamol / Ilapaueramony |617.5 mgto 682.5 mg in a sachet / Bmict B maxetuky Bin 617,5 mr 1o 64,8 mg (vr)
682,5 mr
7.2 . . )
Phenylephrine hydrochloride / | 9.5 mgto 10.5 mg in a sachet / Bmict B naxetuxy Bix 9,5 mr no 10,5
. R 9,9 mg (mr)
Deuninedpuny rigpoxjopuay Mr
7.3 |Chlorphenaminc maleate/ : ; :
Xnopthenaminy maneary 3.8 mgto 4.2 mg in a sachet / Bmicr B naketuky Bin 3,8 mr 1o 4,2 mr (4,1 mg (mr)
§ U: 'foﬁm';y ,0 f cl(: n(:ent ;:If id The content of phenylephrine hydrochloride and chlorphenamine
sl PN I y' rochioride | haleate in 9 of 10 sachets must be from 85% to 115% of the specified
and chlorphenamine maleate / : i oo ot ;
A . parameter in the "Composition" section and must not be less than o
OauopianicTe BMicTy % o7 . . 91-109 %
) ; : 75% or more than 125% in each sachet / Bmicr (eninedpuny 5
(eninedpuny riapoxnopuay i . . : : 87-108 %
UL Jepa . riapoxnopuzy i xnopdenaminy Maneary B 9 nakerukax i3 10 nosuHen
xnop 6yty Bin 85% 1m0 115% Bin BKasaxoro B posaini "Cxnan” i Hi B
ONHOMY NAaKETUKY HE NOBUHHO GyTH MeHIe 75% abo Ginsie 125%
9 |Microbiological purity / The total aerobic microbial count
MikpoGionoriuna uucrora il;l] ;ei ;);' ;l;; E;?s,zi; LTBL clﬂr‘ Not more than 10° CFU <10 CFU
X 3
3aranbHO! KibKOCTi aepobHUX He 6inswe 10° KYO <10
GakTepiii
The total yeast and mold count in
1 g of the product /B 1
e r Not more than 10> CFU  |< 10 CFU
TIpenapary BOMyCKAEThCs ) 3 <10KYO
3arafbHOT KiTbKOCTI APiK/IKOBHX He Ginsue 10° KYO
Ta IuticeHeBUX rpubiB (CymMapHO)
Absence in 1 g of the product / ;
e . Ausenciaen 1 g
Escherichia coli He nonyckaiorsesi B 1 1 5
BimcyrHas 1 r
npenapary
10 |Packaging / Ilakysanns In accordance with ND / Bignosiazo no HJ Cumple / Bignosizae
11 |Labelling / MapkyBanus In accordance with ND / Bianosigxo no HJI Cumple / Binmosinae
Comments / Store at a temperature not exceeding 25°C / 3Gepiratn npu Temneparypi e pue 25°C
KomenTapi:

Certification statement / 3asiBa npo ceprudikauio:

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 in full compliance with the GMP requirements of the local Regulatory
Authority and with the specifications in the Marketing Authorisation (vegistration dossier). The batch processing, packaging and analysis
records were reviewed and found to be in compliance with GMP. / Ljum 5 3aceiouyio, wo Hacedena Guuje iHopmayis € 0ocmosipHolo ma
movroio. Lo cepito npodykyil 6yno cupobaeHo (6K1104aIoy NAKYGAHHA/MAPKYBAHHS) Ma RPOGEOEHO KOHMPONY Ui AKOCMI HA BUUje3a3HaUeH T
OineHuyi y noewili eionoeionocmi 3 eumozamu GMP, 6CMQHOGREHUMU MiCYeBUM DeZyIAMOPHUM OP2GHOM, G MAKOMINC 6i0N0GiOHO 00
cneyugpixayiti, wo micmameca y Peecmpayiiinomy Oocve. IIpomoxonu eupobHuymed, HAKYGAHHA Mma auanizie Oyno nepeaisHymo ma
eemaroanero eionosionicme GMP.

Head of Quality Control
Department / Kepiruk
BIULiNTy KOHTPOITIO SIKOCTi

Date /

Hara: 21.11.2023

A N
lils '
/ otk S G Y.de la Torre Sanchez
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NEPIKABHA CJYKBA 3 JIKAPCBKHX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTHUKAMM Y KHiBCBKINA OBJACTI

npoB. Caitimunoi Hapit, 3, m.Kuis, 02099, Ten/daxc: (044) 363-06-50
E-mail: dls.ko@dls.gov.ua, Kog €IPTIOY 37078774

BHCHOBOK
Nnpo SIKICThb BBe3eHOro B YKpaiHy JiKkapcoKoro saco0y

20.12.2023 Ne 63459/23/10

AHTHUKATAPAJL

(HallMeHyBaHHs JiKapChKOro 3ac06y 3MiAHO 3 peeCTpaliifHiM MOCEIAYSHHIM)
MOPOIIOK JJI51 OPAJbLHOI0 PO3UNHY; N0 10 NaKeTHKIB 3 HOPOIIKOM y na4ni 3 KapToHy

(dopma BuMyCKy, JO3YBaHHS, BUA [AKYBAHHA JiKapchKOro 3acoly)

Homep peectpaiiioro nocsinuenns UA/7810/01/01 crpox xif peecrpanititoro nocsiuenss 01 .01.2099

Cepis nikapeskoro 3acoby Ne 906666 KinbkicTs BBE3EHOTO Jikapepkoro 3acoby 14697
Bupo6Huk JIABOPATOPIOC AJIKAJIA ®APMA, C.JL., Icnanis
(HaifMeHyBaHHA BUPOOHUKA JiKapchkoro 3acoly, KpaiHa MOXOHKEHHS)
Bgeseno B Yipaiuy CninbHe yKpaiHCHK0-€CTOHChKE MiANPHEMCTBO Y Gopmi TOBapucTBa
3 06MexkeHol0 BignosinaabuicTio ""OntiMa-®apm, JIT/", inenr. kon:
21642228

(naliMeHyBanHs Ta ko 3a €JIPTIOY topuauHoi ocoGu ao npissulLe, iM's, 110 GarbKoBi (hisuuHOl
0c06H - mianpyemu, i Miclle NPOKMBAHHS Ta peecTpaniituuit Homep 06TiKOBOT KAPTKH NNATHHKA
nofaTkis a6o cepis Ta HOMEp 1acnopTa)

Iporokoa Bisyansroro konrpomo six 19.12.2023 Ne 4061/2.

3a  pesyibTATAMM JEPKABHOTO KOHTPONKO BCTAHOBJIGHO, WO JiKapchkui 3aci6 BBe3eHO B Vkpainy 3
JOTPUMAHHSAM BUMOT 3aKOHOAABCTBA OO 3a6e3nieenHs SKOCTi NikapchkuX 3acobis.

w7 A TH 4
S SXNROHTPY,
) % Bmmm BOHIAPEHKO

(inistianm Ta npmmtme)
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® ALCALA FARMA

LABORATORIOS ALCALA FARMA, C.L. JIABEOPATOPIOC AJTIKAJIA ®APMA, CJI

Avenida Madrid, 82, Alcala de Henares, 28802 ITpocnexm Madpud, 82, Ankana oe Enapec,

Madrid, Spain 28802 Maopuo, Icnania

BATCH CERTIFICATE No. / CEPTU®IKAT CEPII Ne 23/9011 - 906669

Product name, dosage form /
Haszsa siikapcekoro 3acoby,
nikapebka (opma:

Strength/Potency / Cuna aii/

AKTHBHICTb:

Package size and type / Po3mip Ta
THI NaKyBaHHs:

Batch number / Homep cepil:

Manufacturing date / lata
BUPOGHMLTEA :

Registration certificate /
Peectpauiitie nocBifueHH::

Manufacturing license / Jliuensisa
Ha BUPOOHHULITBO:

Certificate of GMP compliance
and its expiry date / Ceptudixar
sianosinHocti GMP Ta crpok ail
cepruikary:

The product was manufactured and

tested / Jlikapcekuit 3aci6

Anticataral, powder for oral solution, 10 sachets with powder in a carton box /
AHTHKATapaJ, NOPOLIOK AJIsi 0PaJbHOI0 Po3vHHy, no 10 maKeTHKiB 3 MOPOIIKOM Y
navni 3 KapTOHY

1 sachet contains 650 mg paracetamol, 10 mg phenylephrine hydrochloride, 4 mg chlorphenamine
maleate / 1 nakeTnk micTHTh napauetamoy 650 mr, deninedpuuy rigpoxaopuay 10 mr,
xaophenaminy maneary 4 mr

sachets No. 10 / nakeruin Nel(

Batch quanity, packs /

906669 Kinskicrs 8 cepil, yn: 14976
Expiry date / ITpunatanit
10.11.2023 no: 11.2026

No. UA/7810/01/01, Order of MoH of Ukraine No. 1270 of 06.07.2018 / Ne UA/7810/01/01 naxas MO3
Yxpaiuu Ne 1270 Bin 06.07.2018 p.

Ne 927E of 25.05.2012 / Ne 927E sin_25.05.2012 p.

Certificate No.ES/047HV1/21 valid till 05.02.2024 / Ceprudirar Ne ES/047HV1/21 no 05.02.2024 p.

82 Madrid Avenue, Alcala de Henares, 28802 Madrid, Spain / Ipocnexr Maapun, 82, Anxana e

BrpoGsieHo Ta mpokoHTposboBako: Enapec, 28802 Maapun, Ienanis

Quality control according to /
KouTpons skocTi BIANOBIAHO 10:

QCM MP to RC No. UA /7810/01/01 with changes / MKSI JI3 no PIT Ne UA /7810/01/01 3i sminamu

Ne Tests / lokaznuk

QCM specifications / Bumorn MK Result / Pesyabrar

1 |Description / Onuc

Sachets containing white, homogeneous powder without any lumps.
When dissolved in water, the product has an orange flavor / Cumple
ITakeTHKH, MO MicTaTh Ginuit, ogHopiaHuM, 63 rpya04OK MOPOWOK. |Bixmosinae

Tlpu po3uuHEHH] y BOJI MpenapaT Mac anesbCHHOBHM CMaK

2 |Identification / InenTudixanis

2.1 |Paracetamol / TIapaneTamony

In the test for Assay, the peaks due to paracetamol in the
chromatogram obtained with the test solution are similar in retention
time to the peaks due to paracetamol in the chromatogram obtained

with the standard solution. / Hac yTpumyBaHHs niky napaueTamoly Ha
XpoMaTorpamax BHIPOGOBYBAHOTO i CTAHAAPTHOFO PO3UKHY,
OTPMMAaHUX TPH KibKICHOMY BH3HA4EHHi NapaleTaMmoy, NOBHHEH
criBnagaTtH

Cumple
Butpumye

2.2 |Phenylephrine hydrochloride
and chlorphenamine maleate /
Dcninedpuny rigpoxaopuay i

xJopdenaminy maseary

Tn the test for Assay, the peaks due phenylephriné hydrochloride and
chlorphenamine maleate in the chromatogram obtained with the test
solution are similar in retention time to the peaks due to
phenylephrine hydrochloride and chlorphenamine maleate in the
chromatogram obtained with the standard solution / Hacu
yTpuMyBaHHs Nikis Qeninedpuny rinpoxnopuay i xnopdenaminy
Manieary Ha XpoMarorpamax BHIIpoGOBYBAHOrO i CTAHLAPTHOrO
PO3YMHY, OTPUMAHHX NPU KilbKICHOMY BH3HAYEHH], NOBHHHI
CIIiBIANATH

Cumple
Butpumye

2,8-4,0 3,1

Page / Cropinka 1 from/i32
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Head of Quality Control
Department / KepiBHuK
BiZOiTy KOHTPOJIIO SIKOCTI

Certification statement / 3asiBa npo ceprudikauiio:
I hereby certify that the above information is authentic and accurate. This batch of product has been manyfactured, including
packaging/labelling and quality control at the above mentioned site in full compliance with the GMP requirements of the local Regulatory
Authority and with the specifications in the Marketing Authorisation (registration dossier). The batch processing, packaging and analysis
records were reviewed and found to be in compliance with GMP. / Lum 2 3aceiduyio, wo Hagedena guuje iHghopmayis € docmosipHolo ma
mounoio. Lfio cepiio npodykyii 6yro 6upobreHo (GKAIONAIONY NAKYBAHHA/MAPKYBAHHS) Ma npo6e0eH0 KOHmMpOnb Ii skocmi Ha euye3a3HaueHiil
dinoruyi y noguiti 6idnosionocmi 3 eumozamu GMP, GCMaHOGNeHUMU MICYeGUM DezyISMOPHUM OP2aHOM, G MAKodiC 6i0nosiono 0o
cneyugpixayid, wo micmamecs y Peccmpayitivomy Oocwe. IIpomoxonu GupoBHuymea, nakyeawus ma aHanizie 6yno nepeanaHymo ma
ecmaroeaeHo 8ionogionicme GMP.

1
/Jé,! Q’Zi ___Y.delaTorre Sénchez

Page / Cropiuka 2 from/i32

4 : ;
Loss on drying / B.TpaTa B mMaci <2% 0.3 %
NpH BHCYIIYBAHHI
S Average mass / Cepeans maca 5118 mg+ 3%/ 5118 Mr £3% 5136 mg (mr)
6 |Uniformity of mass / Deviation by not more than 7.5% is allowed; not more than 2 units 98,5 %-103,2 %
Onwopinuicrs Mac out of 20 deviate by more than +15% / lornyckaeTbca BiIXuIEHHS HE
6inbie 7,5%, He Ginblue, A9 IBOX i3 20 OAMHHLE JOMYCKAETHCA
Biaxunenns He Ginbure 15%
7 |Assay / Kinbkicunii sBMicT
7.1 |Paracetamol / Ilapaucramony |617.5 mgto 682.5 mg in a sachet / Bmict B maxetuxy i 617,5 mr no 655,2 mg (Mr)
682,5 mr
7.2 : y
Phenylephrine hydrochloride / | 9.5 mgto 10.5 mg in a sachet / Bmict B naketuxy 8in 9,5 mr no 10,5 9.9 mg (mr)
Meninedpuny rizpoxnopuny Mr o B
7.3 i
Chlorphenal'mnc maleael 3.8 mgto 4.2 mg in a sachet / Bmicr B nakeruky Bix 3,8 mr o 4,2 mr|4,0 mg (mr)
Xnopdenaminy masneary
8 |Uniformity of content of ; ; .
henviephrine hydrochlorid The content of phenylephrine hydrochloride and chlorphenamine
phenylephrine hy@rochlorife 1., 1eate in 9 of 10 sachets must be from 85% to 115% of the specified
and chlorphenamine maleate / . 0 e .
A : parameter in the "Composition" section and must not be less than G
OnuopignicTs BMicTy o o/ p ; 92-106 %
. . . 75% or more than 125% in each sachet / Bmict Qeninedpuny o
teninedpuny riapoxaopuay i . . ; . 89 - 108 %
. rizpoxnopuny i xnopdenaminy maneary B 9 nakerukax is 10 nosunex
RO PRI Mty 6yru Bin 85% no 115% Bin BkasaHoro B posaini "Cxnan" i Hi B
OIHOMY TIAKETHKY He MOBUHHO GyTi Mexwe 75% abo Ginbine 125%
9 |Microbiological purity / The total aerobic microbial count
MikpoGionoriuna uucrora il’[l] ;ei ;);' ;?; ;J(r)(r)s}:l:; /mli clﬂr Not more than 10° CFU <10 CFU
. 3
3aranbHol KiIbKOCT] aepoBHHX He Ginbwe 10" KYO <10KY0
Gakrepii
The total yeast and mold count in
1 g of the product /B 1
5 Ot erpudidirs L ¥ Not more than 102CFU  |< 10 CFU
npenapaty HonycKaeThes ) 5 <10 KYO
3aranbHO! KiNBKOCTI APiNIKOBUX He 6Ginswe 10°KYO
Ta mticeHeBux rpubis (cymapHo)
Absence in 1 g of the product / .
. 1 z Ausenciaen 1 g
Escherichia coli He nomyckatotbea B 1 1 .
BigpcyruaB I r
npenapaty
10 |Packaging / IlakyBanus In accordance with ND / Binnosinno no HJJ Cumple / Binnosinae
11 |Labelling / Mapkysanus In accordance with ND / Bignosiawo no HJL Cumple / Bignosinae
Comments / Store at a temperature not exceeding 25°C / 36epiratu npu Temnepatypi He Buie 25°C
KomenTapi:

Date /

Harta: 21.11.2023




EPJKABHA CJIYIKBA 3 JIKAPCBKHUX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTHUKAMU Y KHIBCBKIU OBJACTI

npoB. Ceitnuysof Hagii, 3, M.Kuis, 02099, Ten/daxc: (044) 363-06-50
E-mail: dls.ko@dls.gov.ua, Kon €IPTIOY 37078774

BUCHOBOK
NpO SAKICTH BBE3EHOr0 B YKpaiHy JiKapcbKoro 3acoy

20.12.2023 Ne 63462/23/10

AHTHUKATAPAJL

(vaiiMeHyBaHHs JiKapChKOro 3acoby 3riAHO 3 peecTpauifHIM MOCBIAUEHHAM)
NOPOIIOK JJI5i OPAJILHOr0 PO3YHMHY; N0 10 nakeTHKiB 3 NOPOUIKOM Yy Navli 3 KAPTOHY

(dopMa BHITyCKY, AO3YBAHHS, BU] NIAKYBAHHS nixapcpkoro 3acoby)

Homep peectpauiioro nocsinuents UA/781 0/01/01 crpox aif peecrpaiiisoro nocsinuenra 01.01 2099

Cepis nikapcskoro sacoby Ne 906669 ‘ KinbKicTh BBE3EHOro NiKapebkoro 3acoby 14976
BupoGHHK JIABOPATOPIOC AJIKAJIA ®APMA, C.JL, Icnanis
(ualiMeHyBaHHs BUPOGHHKA J1ikapChKOTO 3aco0y, KpaiHa NOXODKEHHSA)
BaeseHo B Ykpainy CrijibHe yKpaiHChbKO0-eCTOHChKE MiANMPHEMCTBO Y ¢opmi ToBapHCTBA
3 oGMeskenolo BianoBizanbHicTIo "OnTiMa-Papm, JIT", inent. kox:
21642228

(naiiMeHyBaHHs Ta KOJI 38 €JIPTIOY ropumurioi oco6u abo nipi3BHLLE, iM's, TI0 GaTHKOBI (isuanol
ocobu - nignpuem, {i Micue NPOXKUBAHHS T2 peecTpauifitmii Homep 00nikOBOI KapTKK MIATHHKA
T10/1aTKiB a60 cepis Ta HOMep [acropTa)

TMpOTOKOJ Bi3yaIbHOr0 KOHTPOJIIO Bi/l 19.12.2023 Ne 4061/5.

3a  pesyibTaTaMH JEPKABHOTO KOHTPOIIO ~BCTAHOBICHO, IO nmikapcskuit 3aci6 BBeseHo B YkpafHy 3
JOTPUMAHHSAM BUMOT 32KOHOLABCTBA LIOAO 3a6e3nedeHHs AKOCT] Jikapchkux 3ac00iB.

Rizaxiit BOHJAPEHKO

o (inindannTa nipiaBULe)

(riocanosa




Syn@rab

ALCALA FARMA

LABORATORIOS ALCALA FARMA, C.L. JIABOPATOPIOC AJIKAJTA ®APMA, CJI.
Avenida Madrid, 82, Alcala de Henares, 28802 ITpocnexm Madpuo, 82, Ankana de Enapec,
Madrid, Spain 28802 Maopuo, Icnanin

BATCH CERTIFICATE No. / CEPTU®IKAT CEPII Ne 23/9011 - 906670

Product name, dosage form /
Hassa nikapebioro 3acoby,
nikapcebka opma:

Strength/Potency / Cuna aii/
AKTHBHICTD:

Package size and type / Poamip Ta
TUI NAKyBaHHsA:

Batch number / Homep cepii:

Manufacturing date / Jara
BMPOOHMLTBA :

Registration certificate /
Peecrpauiiie MOCBig4eHHS:

Manufacturing license / Jlinensia
Ha BUPOOHHLTBO:

Certificate of GMP compliance
and its expiry date / Ceprudixar
sianosigxocti GMP Ta crpok nif
ceprudikary:

The product was manufactured and

tested / Jlikapcokuit 3aci6

Anticataral, powder for oral solution, 10 sachets with powder in a carton box /
AHTHKATapaJ, NOPOLIOK A1 OPaJbLHOr0 PO3uKHY, o 10 NakeTHKiB 3 MOPOIIKOM Y
nauui 3 KapToHy

1 sachet contains 650 mg paracetamol, 10 mg phenylephrine hydrochloride, 4 mg chlorphenamine
maleate / 1 nakeTHk MicTHTbL napaueramosy 650 mr, geninedpuny rigpoxaopuay 10 mr,
xaopdenaminy maneaty 4 mr

sachets No. 10 / nakeruin Nel0

Batch quanity, packs /

906670 Kinexicrs B cepil, yn: 14804
Expiry date / [Ipunarsui
14.11.2023 no: 11.2026

No. UA/7810/01/01, Order of MoH of Ukraine No. 1270 of 06.07.2018 / Ne UA/7810/01/01 nakas MO3
VYipaiuu Ne 1270 sin 06.07.2018 p.

Ne 927E of 25.05.2012 / Ne 927E Big_25.05.2012 p.

Certificate No.ES/047HV1/21 valid till 05.02.2024 / CepTndikat Ne ES/047HV1/21 no 05.02.2024 p.

82 Madrid Avenue, Alcala de Henares, 28802 Madrid, Spain / IIpocnext Magpua, 82, Ankana ae

BupoBneHo Ta NpoKoHTpoIsoBaHo: Enapec, 28802 Manpun, Ienanis

Quality control according to /
KouTponb axocTi BiANOBiAHO A0

QCM MP to RC No. UA /7810/01/01 with changes / MKSI JI3 no PII Ne UA /7810/01/01 3i 3minamu

Ne Tests / Nokazuuk

QCM specifications / Bumorn MK Result / PesyabTar

1 {Description / Onnc

Sachets containing white, homogeneous powder without any lumps.
When dissolved in water, the product has an orange flavor /
IMakeruky, o MicTaTh Ginuit, oxHopiaHUE, 663 rpya04OK NOPOLIOK.
Tlpu po3uMHEHH] Y BOA] [penapar Mac anebCHHOBHHA cMaK

Cumple
Biarosinae

2 |Identification / InenTudixauis

2.1

Paracetamol / ITapaueramoiry

In the test for Assay, the peaks due to paracetamol in the
chromatogram obtained with the test solution are similar in retention
time to the peaks due to paracetamol in the chromatogram obtained
with the standard solution. / Yac yTpumyBaHHs MiKy rapaueramony Ha
XpOMAaTorpamMax BUIIPOGOBYBAHOrO i CTAHAAPTHOTO PO3UMHY,
OTPHUMAaHMX NMPH KiNbKICHOMY BH3HAUCHHI NapalleTaMoJly, TOBUHEH
criBnagarH

Cumple
Butpumye

2.2

xJopenaminy manaeary

Phenylephrine hydrochloride
and chlorphenamine maleate /
Meninedpuny riapoxaopuny i

Tr the test Tor Assay, the peaks due phenylephrine hiydrochloride and
chlorphenamine maleate in the chromatogram obtained with the test
solution are similar in retention time to the peaks due to
phenylephrine hydrochloride and chlorphenamine maleate in the
chromatogram obtained with the standard solution / Hacu
yTpuMyBaHHs nikis QeninedpuHy riapoxnopumy i xmopenaminy
MaJleaTy Ha XpOMaTorpamax BHIIPoGOBYBAHOTO i CTAHAAPTHOrO
PO3HHHY, OTPHMAHHX MPH KiAbKICHOMY BU3HAHEHH], MOBUHHI
criisnanaTu

Cumple
Burpumye

2,8-4,0 3,1
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Loss on drying / BrpaTa B maci

. <2% 0,3 %
npy BHCYIIYBAHKI
S Average mass / Cepeans maca 5118 mg£3%/5118 mMr +3% 5180 mg (mr)
6  [Uniformity of mass / Deviation by not more than 7.5% is allowed; not more than 2 units 98,2 % - 102,0 %
Oauopinuicts Macn out of 20 deviate by more than +15% / JJoryckaeTbes BiOXHNEHHS He

Ginbe 7,5%, He Ginbiue, A5 ABOX i3 20 0AMHMUDL AOMYCKAETLCA
Bimxunennsa ue Ginbiwe 15%

7 {Assay / Kinbkicunii BmicT

7.1 |Paracetamol / Mlapaueramony |617.5 mg to 682.5 mg in a sachet / Buict B naxetuky Bix 617,5 mr 10

682.5 wr 641,2 mg (mr)

7.2
Phenylephrine hydrochloride / | 9.5 mgto 10.5 mg in a sachet / Bmict B naxeruky Bin 9,5 Mr 1o 10,5

Meninedpuny rixpoxaopuay Wi 10,3 mg (mr)

7.3 |Chlorphenamine malcate/

Xniopdenaminy maneary 3.8 mgto 4.2 mg in a sachet / Bmict B nakeruky Bin 3,8 mr 1o 4,2 mMri4,2 mg (mr)

8 |Uniformity of content of
phenylephrine hydrochloride
and chlorphenamine maleate /
OnxopianicTs BMicTY
(peninedpuny rigpoxsopuay i
xjaopenaminy maneaTty

The content of phenylephrine hydrochloride and chlorphenamine
maleate in 9 of 10 sachets must be from 85% to 115% of the specified
parameter in the "Composition" section and must not be less than
75% or more than 125% in each sachet / Bmict Qeninedpuny
rinpoxnopuny i xaopQenaminy Maneary B 9 naketukax is 10 nopureH
GyTy Bin 85% o 115% Bin Brasaxoro B posnini "Cxnan" i i B
OIHOMY MaKeTHKY He NOBUHHO 6yTH MeHiue 75% abo Ginbie 125%

91 - 106 %
90-115%

9 |Microbiological purity / The total aerobic microbial count
Mi i iy in 1
ikpobGiosioriuna ynerora n; pei ;):; ;11; ;)(r)(r)gtéita 22; clﬂr Not more than 10° CFU <10 CFU
. 3
3aTanbHOI KiNBKOCT] aepobHIX He Ginswe 10" KYO PG
Gaxrepiit

The total yeast and mold count in
1 gof the product /B 1r
npenapary A0MyCKaETbCs

3araibHOl KiTBKOCTI APINKKOBHX

Ta IUTICeHEeBHX rPUGiB (CyMapHo)

Not more than 10 CFU <10 CFU
He 6insme 10 KYO <10KYO

Absence in 1 g of the product / Ansenciaen | g

Escherichia coli He pomyckaioTsest B 11 .
Bigcytua B I 1
npenapary
10 |Packaging/ IlakyBaHus In accordance with ND / Bignosigro no HJJ Cumple / Binnosinae
11 {Labelling / MapxyBanus In accordance with ND / Bignosiaxo no HJI Cumple / Bignoginae
Comments / Store at a temperature not exceeding 25°C / 36epiraty npu Temneparypi He suwe 25°C

Komenrapi:

Certification statement / 3asiBa npo ceprudikauiio:

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 in full compliance with the GMP requirements of the local Regulatory
Authority and with the specifications in the Marketing Authorisation (registration dossier). The batch processing, packaging and analysis
records were reviewed and found to be in compliance with GMP. / Llum 5 3acgiduyio, wo nascedeHa Guuje inghopmayis € docmosipHoio ma
mounoto. Lio cepito npodykyii Gyno GUPOBAEHO (GKAIONAIONY NAKYSAHHA/MAPKYBAHHS) MA NPOGEOEHO KOHMPONb Ik AKocmi Ha GuWe3asHaveH it
Qinoruyi y noeuiii 6ionosionocmi 3 eumozamu GMP, GCmaHOGNeHUMU MICHEGUM PDeZYNSMOPHUM ODZAHOM, d MAKOC 6i0nogioHo 0o
cneyugixayitl, wo micmamecs y Peecmpayitinomy docve. TTpomoxonu 6UpOBHUYIMGA, NAKYGAHHA MA GHARI3IE Gyro nepezisHymo ma
gemaroeneHo 6ionogionicme GMP.

Head of Quality Control o
Department / KepiBHuk o ({?/ 4 Date /
BiULiNY KOHTPOJIIO AKOCTI ! (_( ,Z; - Y.delaTorre Sédnchez Hara:  21.11.2023
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JNEPXABHA CJIYIKBA 3 JIIKAPCI)KI/IX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTUKAMH Y KHiBCHKIN OBJIACTI

npos. Ceitnnynol Hazif, 3, M. Kuis, 02099, Ten/dakc: (044) 363-06-50
-mall dls.ko@dls.gov.ua, Kog EAPTIOY 37078774

BHUCHOBOK
Npo AKICTH BBE3eHOro B YKPpaiHy JlikapchKoro 3acody

20.12.2023 | Ne 63463/23/10

AHTUKATAPAJL

(HaliMeHyBaHHS Jikapchkoro 3acoBy 3rilHO 3 peecTpaLiiHuM OCBiIYEHHAM)
NOPOLIOK AJIsi OPAJLHOIr0 PO34YHHY; 0 10 MAKEeTHKIB 3 MOPOIKOM y navyii 3 KapTOHY

((hopma BUITyCKY, A03YBAHHS, BIJI [TAKyBAHHS JliKAPCHKOTO 3aco0y)

Homep peectpauitoro nocsinuenna UA/7810/01/01 crpox aii peectpatiiittoro nocsinuenHs 01.01.2099

Cepis sikapcskoro 3aco6y Ne 906670 KinbkicTs BBE3eHOTro Jikapeskoro 3acoby 14804
BupoGuux JIABOPATOPIOC AJIKAJIA ®APMA, C.JL., IcnaHis
(HailiMeHyBaHHs BUPOGHHUKa JlikapchKoro 3acoly, kpaiHa TIOXOLKEHHS)
Bseseno B Ykpainy CniibHe yKpaTHCbKO-eCTOHChKE MiINPHEMCTBO Y (OopMi TOBApHCTBA
.3 oOMesxeHox0 BixnosizaapaicTio "Onrima-Dapm, JITL", inent. xon:
21642228

(naiiMenyBanus Ta xox 3a EIPTIOY ropuauioi ocobu a6o nplssume im's, o GaTbicoBi (isnaHOT
ocobu - mignpuemus, if Micue TPOXKHBAHHA T2 peecmaulnﬂun HoMep 061ik0BOT KapTKy MIaTHUKA
nojatkip abo cepis Ta HOMep MacropTa)

TIpOTOKOJI Bi3yaLHOro KOHTPOJIIO Bil 19.12.2023 N2 4061/6.

3a pesynabTaraMM  JEPXKABHOIO KOHTPOJIIO BCTAHOBJIEHO, 1O nikapcekuif 3aci6 BBeseHo B YkpaiHy 3
JOTPUMAHHSM BHUMOT 3aKOHOLABCTBA 110110 3a6e3neyeH s SKOCTI JikapChKuX 3acobiB.
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R ALCALAFARMA

Synerab

LABORATORIOS ALCALA FARMA, C.L. JIABOPATOPIOC AJTIKAJTA ®APMA, CJI.
Avenida Madrid, 82, Alcala de Henares, 28802 IIpocnekm Madpuo, 82, Anxana de Enapec,

Madrid, Spain 28802 Maopuo, Icnawnin

BATCH CERTIFICATE No. / CEPTU®IKAT CEPH Ne 23/9011 - 906671

Product name, dosage form /
Hazsga nikapcekoro 3acogy,
nikapcbka gopma:

Strength/Potency / Cuna nii/
aKTHUBHICTh:

Package size and type / Po3mip Ta
THI NaKyBaHH:

Batch number / Homep cepil:

Manufacturing date / lata
BUPOOHHITBA :

Registration certificate /
PeectpalliiiHe NOCBiXUEeHHS:

Manufacturing license / Jlinensis
Ha BUPOGHHLITBO:

Certificate of GMP compliance
and its expiry date / Ceptudikar
signosingHocTi GMP Ta crpok aif
ceptHikary:

The product was manufactured and
tested / Jlikapcekuit 3aci6
BUPOGAEHO Ta IPOKOHTPOJIBOBAHO:

Quality control according to /
KouTpons sixocti BixnosigHo 1o:

Anticataral, powder for oral solution, 10 sachets with powder in a carton box /
AHTHKATAPAJI, NOPOLIOK AJIsi OPaJbHOr0 po34unHY, o 10 nakeTukis 3 MopomKom y
navni 3 KapToHy

1 sachet contains 650 mg paracetamol, 10 mg phenylephrine hydrochloride, 4 mg chlorphenamine
maleate / 1 nakernk micTuTh napaueramosny 650 mr, deninedpuny rizpoxsopuay 10 mr,
xJjopenaminy maseaty 4 mr

sachets No. 10 / nakerrnku Nel

Batch quantity, packs /

906671 Kinskicrs B cepii, yn: 14635
Expiry date / ITpunatauit
29.11.2023 no: 11.2026

No. UA/7810/01/01, Order of MoH of Ukraine No. 1270 of 06.07.2018 / Ne UA/7810/01/01 nakas MO3
Yxpaiuu Ne 1270 Bin 06.07.2018 p.

Ne 927E of 25.05.2012 / Ne 927E Bia_25.05.2012 p.

Certificate No.ES/047HVI/21 valid till 05.02.2024 / Ceprudixat Ne ES/047HVI/21 no 05.02.2024 p.

82 Madrid Avenue, Alcala de Henares, 28802 Madrid, Spain / XIpocnexr Maapua, 82, Anxana ae
Enapec, 28802 Maapua, Icnanis

QCM MP to RC No. UA /7810/01/01 with changes / MK JI3 no PII Ne UA /7810/01/01 3i sminamu

Ne Tests / [Tokazuuk

QCM specifications / Bumorn MK Result / PesyabTaT

1 |Deseription / Onuc

Sachets containing white, homogeneous powder without any lumps.
When dissolved in water, the product has an orange flavor /
ITakeTnky, 1o Mictsars 6inuit, oqHOPIAHMHA, 63 rPyIOHOK TOPOLIOK.
Tpy po3unHEHHI Y BOAI Npenapar Mae aneJbCUHOBUH cMak.

Cumple
Binnosinae

2 |Identification / InenTudicauin

2.1

Paracetamol / ITapaueramosny

In the test for Assay, the peaks due to paracetamol in the
chromatogram obtained with the test solution are similar in retention
time to the peaks due to paracetamol in the chromatogram obtained
with the standard solution. / Uac yTpumyBaHHs Miky napaueramosny Ha
Xpomarorpamax BUNpoGOBYBaHOTO i CTAHAAPTHONO PO3UKHY,
OTPHMAaHHUX NIPH KiNIBKICHOMY BH3HAUEHH] NIApaLIETaMOIy, TOBHHEH
criiBnagaTy.

Cumple
Bianosinae

2.2

Phenylephrine hydrochloride

and chlorphenamine maleate /
Oenineppuny rinpoxaopuay i
xsopdeHaminy maseaty

In the test for Assay, the peaks due phenylephrine hydrochloride and
chlorphenamine maleate in the chromatogram obtained with the test
solution are similar in retention time to the peaks due to
phenylephrine hydrochloride and chlorphenamine maleate in the
chromatogram obtained with the standard solution / Hacu
yTpuMyBaHHs nikis Qeninedpuny rigpoxnopuay i xnopdenaminy
MaJIeaTy Ha XpoMaTorpamax BUNpoGOBYBaHOTO i CTAHKAPTHOTO
PO3UMHY, OTPUMAHUX TIPH KilIbKICHOMY BU3HAUEHHI, IOBHHHI
cniBnagar.

Cumple
Bianosinae

pH

2,8-4,0

3,1
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g Loss on drying / BrpaTa B maci
. 2% 0,4
NpH BUCYILYBAHHI
3 Average mass / Cepeans maca 5118 mg+ 3%/ 5118 Mr £3% 5120
6 |Uniformity of mass / Deviation by not more than 7.5% is allowed; not more than 2 units
OpnopianicTs Macu out of 20 deviate by more than £15% / JIomycKaeTbCs BiAXHICHHS HE
. o 3 . 98,5-101,7
Ginse 7,5%, He Ginbiue, N ABOX i3 20 OMMHULE DOMYCKAETHCA
Bigxusnenus ue Ginpie 15%.
7 |Assay / Kiabkicunii smicr
7.1 |Paracetamol / apaueramony |617.5 mg to 682.5 mg in a sachet / Buict B maxetnky 8ig 617,5 Mr 1o 620.9
682,5 Mmr. ’
72 . . : '
Phenylephrine hydrochloride / | 9.5 mgto 10.5 mg in a sachet/ BmicT B nakeTHky Bin 9,5 mr 5o 10,5 10.3
Deninedpuny rizpoxnopuay MF. ’
7.3 |Chlorphenamine maleate/ 3.8 mgto 4.2 mg in a sachet/ Bmict B naxetuky i 3,8 Mr zo 4,2 39
Xnopdenaminy masneary MF. ’
8 Ul?(::"]orlrcnl‘t]);i(;fecl? n;i?)tclflf vide The content of phenylephrine hydrochloride and chlorphenamine
phenyfep y' 0 maleate in 9 of 10 sachets must be from 85% to 115% of the specified
and chlorphenamine maleate / . N e m ;
S parameter in the "Composition" section and must not be less than 95-107
. . pi . Ty . 75% or more than 125% in each sachet / Buict Qeninedpuny
deninedpuny rigpoxsopnayi | . : i .
wiopdenanuy mETeany rizpoxnopuny i xnopdenaminy maneary B 9 nakeTuxax i3 10 nopuHex 89-114
Gytu Bin 85% no 115% sin Brasanoro B po3zini "Cxnax” i Hi B
OMHOMY FAKeTHKy He MoBHHHO GyTH MeHie 75% abo Ginbie 125%.
9 |Microbiological purity / The total aerobic microbial count
Mikpo6i i in 1 g of th duct/ B
ikpoGionoriuna uncroTa in 1 g of the produc Ir Not more than 10° CFU / He
npernapary JOIYCKa€EThCs . 3 <10
3aranpHol KiBKOCT] aepOBHUX Ginbwe 10°KYO
Oaxrepiit
The total yeast and mold count in ‘
1 g of the product /B 1
& procu g Not more than 10> CFU / He
npenapaTy JONMyCKacThes . 2 <10
3arasHOT KiNbKOCTI AP IKOBHX i Ginpwe 10°KYO
miiceneBux rpubis (CymapHo)
Absence in 1 g of the product/ |Absence in 1 g of the product /
Escherichia coli He nonyckatoteca B 1 1 He pomyckatotscst B 1 1
npenapary rnpenaparty
; . ; . In accordance with ND /
10 |Packaging / TlakyBanns In accordance with ND / Bixnosiano mo HI Biariosinge:o BT
- ; ; ’ In accordance with ND /
11 |Labelling / Mapkysanns In accordance with ND / Bignosigno o HI{ Bifrcato. 1o B
Comments / Store at a temperature not exceeding 25°C / 36epiraru npu Temnepartypi e Buie 25°C
KomenTapi:

Certification statement / 3assa npo ceprudiraniio:

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 in full compliance with the GMP requirements of the local Regulatory
Authority and with the specifications in the Marketing Authorisation (vegistration dossier). The batch processing, packaging and analysis
records were reviewed and found to be in compliance with GMP. / Llum 2 3aceiduylo, wo HaeedeHa uwje iHopMayis € 00CMOBIPHOI0 ma
moutoto. Lfio cepiro npodyxyil 6yno eupobneHo (xaouaroyu NAKYBAHHS/MAPKYGAHHS) MA RPOGEOEHO KOHMPONs 1T aKocmi Ha BUUe3a3HAYeHIl
dinoHuyi  y noeuili ionogionocmi 3 sumozamu GMP, GcmaHoGIeHUMU MICYEGUM PEZYIAMOPHUM Op2aHOM, 4 markooic GiONoBGIOHO 00
cneyughiayit, wo micmamecs y Peecmpayiiinomy O00CueE. IIpomoxoau @upobHUYmMEa, HAKYBAHHA ma auanisie Byno nepezasHymo md
acmarnoenero ionogionicnme GMP.

Head of Quality Control
Department / Kepisnuk Date /
BiUIiTy KOHTPOJIIO SKOCTi o~ Luis Fuentes Hara: 20.12.2023
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JEPXKABHA CJIYXBA 3 JJIKAPCBKUX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTUKAMU YV KUIBCHKIN OBJACTI

npos. Ceitiwynoi Hanii, 3, m.Kuis, 02099, Ten/daxc: (044) 363-06-50
E-mail: dis.ko@dls.gov.ua, Kox €IPTIOY 37078774

BHUCHOBOK
IPO AAKICTHL BBE3€HOro B YKpaiHy JikapcbKoro 3acoly

16.01.2024 Ne 347/24/10

AHTUKATAPAJI

(HaliMeHyBaHHA TIKapChKOTO 3300y 3TIAHO 3 PEECTPALIHHIM MOCBIAYEHHAM)
MOPOLIOK AJIst OPAJBLHOro po3unHy; no 10 nakeTukis 3 MOPOLIKOM y MavLi 3 KAPTOHY

(dopma BHITyCKY, 103yBaHHA, BUA MaKyBaHHA Jlikapchkoro 3acoby)

Howmep peectpauiitroro nocsinuenns UA/7810/01/01 crpox aii peectpaniiitoro noceiauenns 01.01.2099

Cepis nikapcskoro saco6y Ne 906671 KinskicT BBE3eHOTO IiKapcekoro sacoby 14635
Bupo6uuk JTABOPATOPIOC AJIKAJIA ®APMA, C.JI., Icnianis
(HaliMenyBaHHs BUpoGHUKa TiKapCBKOTO 3aco0y, KpalHa TOXOIKEHHS)
Beesero B Ykpainy CrninbHe yKpaiHCbKO0-eCTOHChKE MANPUEMCTBO Y dopmi ToBapucTBa
3 o6Me:keHO0I0 BignoBigaabHicTIo "OnTimMa-®apm, JITA", ixenr. kox:
21642228

(nafiMeHyBaHHs Ta kox 32 €APTIOY roprauurol ocobu abo npiseuule, iM'a, Mo 6aTbKOBI (izHIHOT
ocobu - nignpreMus, ii Miclie IpOXKHBAHHSA Ta peecTpallifiHni HoMep 061iKOBOT KApTKH IIaTHHKA
nofarkis abo cepis Ta HOMep racropra)

IIpotoxoa Bisyaasnoro xoutpomo six 11.01.2024 Ne 0027/1.

3a pe3ynbTaTaMH OepKaBHOTO KOHTPONIO BCTAHOBIEHO, INO Jikapchkuit 3aci® BeeseHo B YkpaiHy 3

JOTPMMAHHSAM BHMOr 3aKOHONABCTBA WION0 3a6e3I1€4eHH AKOCTI JiKapCEKUX 3aco0iB.
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S : n e r L a b LABORATORIOS ALCALA FARMA, C.L. JIABOPATOPIOC AJTKAJIA ®APMA, C.J1.
Avenida Madrid, 82, Alcala de Henares, 28802 Ipocnexkm Madpud, 82, Anxana de Enapec,

657/ 5D ALCALA FARMA Madrid, Spain 28802 Maopud, lIenanin

BATCH CERTIFICATE No. / CEPTU®IKAT CEPII Ne 23/9011 - 906672

Product name, dosage form / Anticataral, powder for oral solution, 10 sachets with powder in a carton box /
Hazsza nikapcskoro 3acoby, AHTHKATApaJ, TOPOWOK AJIsi 0PAJbLHOTO PO3uHHY, N0 10 NAKETHKIB 3 MOPOLIKOM y
nikapceka (opma: .

navii 3 KapToHy

Strength/Potency / Cuna aii/ 1 sachet contains 650 mg paracetamol, 10 mg phenylephrine hydrochloride, 4 mg chlorphenamine
KTHBHICT! maleate / 1 nakeTHk micTiTh napaueramosny 650 mr, peuinedpuuy riapoxaopuay 10 mr,
xnopgenaminy maneaty 4 mr

Package size and type / Poamip Ta

THUI NaKyBaHHS: sachets No. 10 / nakernku Nel0
Batch quantity, packs /
Batch number / Homep cepil: 906672 Kinpkicrs B cepil, yn: 14843
Manufacturing date / Jlata Expiry date / [TpunatHui
BMPOGHULTBA 29.11.2023 no: 11.2026
Registration certificate / No. UA/7810/01/01, Order of MoH of Ukraine No. 1270 of 06.07.2018 / No UA/7810/01/01 nakaz MO3
PeecTpauiiiHe MOCBiMUEHHS: Yiepaiun Ne 1270 sin 06.07.2018 p.

Manufacturing license / Jlineusis
Ha BUPOOHHULTBO: No 927E of 25.05.2012 / Ne 927E Bip_ 25.05.2012 p.

Certificate of GMP compliance

and its expiry date / CepTudyikar

sianosiaHocti GMP Ta crpok it

ceptudikary: Certificate No.ES/047HVI/21 valid till 05.02.2024 / Ceprudixar Ne ES/047HVI/21 no 05.02.2024 p.

The product was manufactured and ;
tested / Jlikapcekuit 3aci6 82 Madrid Avenue, Alcala de Henares, 28802 Madrid, Spain / IIpocnexr Manpug, 82, Ankana ne
BUpoBneHo Ta NpoKoHTposiboBaHo: Enapec, 28802 Manpua, Icnanin

Quality control according to /
KoHTpotb skocti Bianosimio f0:  QCM MP to RC No. UA /7810/01/01 with changes / MKSI JI3 no PIT Ne UA /7810/01/01 3i 3minamu

Ne Tests / Tloxaznu QCM specifications / Bumorn MKSI Result / PesyasTaT
1 |Description / Onue Sachets containing white, homogeneous powder without any lumps.
When dissolved in water, the product has an orange flavor / Cumple
[TaxeTHKH, WO MicTaTh Ginuit, oqHOpinHMit, 6€3 rPyAOUOK MOPOILOK. Binnosinae

Tpy posunHEHH] y BOXI IpenapaT Ma€ aneibCHHOBHI CMaK.

2 |Identification / Inentudircanis
2.1 [Paracetamol / Ilapaueramosty In the test for Assay, the peaks due to paracetamol in the
chromatogram obtained with the test solution are similar in retention
time to the peaks due to paracetamol in the chromatogram obtained
with the standard solution. / Yac yrpuMyBaHHS MiKy rapaueramosty Ha
XpOMATOrpamax BUMPoGOBYBAHOrO i CTAHAAPTHOTO PO3IHHY,
OTPHUMaHHX TPH KiNbKICHOMY BU3HAUCHH] NapaneTamony, OBHHEH
criBnaaaTy.

2.2 (Phenylephrine hydrochloride | yp the test for Assay, the peaks due phenylephrine hydrochloride and

and chlorphenamine maleate / | chjorphenamine maleate in the chromatogram obtained with the test

@eninedpuny riapoxnopuzy i solution are similar in retention time to the peaks due to

xnopdenaminy maneaty phenylephrine hydrochloride and chlorphenamine maleate in the

chromatogram obtained with the standard solution / Hacu

yTpUMyBaHHs Niki QenisedpuHy rigpoxyopuay i xnopdeHaminy

MarneaTy Ha XpOMaTorpaMax BUIIpoGOBYBAHOTO i CTAHAAPTHOTO
PO3UMHY, OTPUMAHHX NPHU KiJIbKICHOMY BU3HA4CHHI, TIOBHHHI
criiBManaTH.

3 |pH 2,8-4,0 3,1

Cumple
Binnosinae

Cumple
Biarnosinae

Page / Ctopinka 1 from/ i32

o NOPY3
?ﬁ} hol L AN



4 . .
Loss on drying / B.TpaTa B Maci <29% 04
NpH BHCYWYBAHH]
5 Average mass / Cepeans maca 5118 mg£3% /5118 mr £3% 5120
6 |Uniformity of mass / Deviation by not more than 7.5% is allowed; not more than 2 units
OnuopianicTe MacH out of 20 deviate by more than +15% / JlonyckaeTbCs BiXHICHHS HE
. o . ; 98,3-101,4
Ginbwe 7,5%, He Ginpiue, s ABoX i3 20 OAMHULL JOTYCKAETHCA
Binxunenus He Gimswe 15%.
7 |Assay / Kinbkicuuii mict
7.1 |Paracetamol / Iapaueramony |[617.5 mg to 682.5 mg in a sachet / Buict B maketuky Bix 617,5 Mr 1o 620
682,5 mr. ‘
7.2 . : .
Phenylephrine hydrochloride / }9.5 mgto 10.5 mg in a sachet / Buict B naxetuky Bix 9,5 mr g0 10,5 10.3
Meninedpuny rizpoxsopusy M. ’
7.3 |Chlorphenamine maleate/ 3.8 mgto 4.2 mg ina sachet/ Bmicr B naxetuky Bin 3,8 mr 0 4,2 40
XnopdeHaminy maneaty MT. ’
8 Ul:'c'?'i:":]);i(;fec: n(:iztcl(:fori d The content of phenylephrine hydrochloride and chlorphenamine
FRICRY Gk ¥§ ¢ |maleate in 9 of 10 sachets must be from 85% to 115% of the specified
and chlorphenamine maleate / : i o 6 s .
OmopiaHicTs BMic parameter in the "Composition" section and must not be less than 94-104
An pix M Ty . 75% or more than 125% in each sachet / Bmict deninedpuny
deninedpuny rigpoxsopuayi | . . . :
xopdiesamiity ManeaTy rinpoxsopuny i xnopQenaminy maneary B 9 nakeruxax i3 10 nosuHeH 85-110
GyrH Bin 85% no 115% in Brasauoro B poszini "Cxnan" i Hi B
OJIHOMY NaKETHKY He TIOBUHHO ByTn meHiue 75% abo Ginbuie 125%.
9 [Microbiological purity / The total aerobic microbial count
Mikpo6i iuna v in1goftl /B1
ikpoGionoriuna wuerora in 1 g of the product r Not more than 10° CFU / He
npenapaTy AOMyCKaeTbCA . 3 10
3arafibHOl KibkocTi aepoGHIX Ginpwe 10° KYO
BaxTtepii
The total yeast and mold count in
1 g of the product /B 1 r
8 produe Not more than 10> CFU / He
npenapaTy LOMyCKaeThes . 5 <10
3arafnbHol KiNbKOCTI APIKKOBHX i Ginsie 10°KYO
nticeHeBux rpubis (cymapHo)
Absence in 1 g of the product/ |Absence in | g of the product /
Escherichia coli He ponyckatoteca B 1 1 He monyckatoTecsi B | 1
npenapary npenapary
. . . . In accordance with ND /
10 |Packaging / IlakyBanus In accordance with ND / Bignosinno no HII Birioniio o K
. ; . . In accordance with ND /
11 |Labelling / MapkyBanus In accordance with ND / Bianosizuo a0 HJ Bisrosini g KL
Comments / Store at a temperature not exceeding 25°C / 36epiratu npu Temnepatypi He Butue 25°C
Komenrapi:

Certification statement / 3asiBa npo ceprudikauiio:

I hereby certify that the above information is authentic and accurate. This batch of product has been manyfactured, including
packaging/labelling and quality control at the above mentioned site in full compliance with the GMP requirements of the local Regulatory
Authority and with the specifications in the Marketing Authorisation (registration dossier). The batch processing, packaging and analysis
records were reviewed and found to be in compliance with GMP. / Llum 5 3aceiduyro, o HagedeHa suuje inghopmayis € docmogipHoio ma
mounolo. Ljio cepito npodyryit 6yno 6upobaeHo (BKIIONAIOYU NAKYGAHNA/MADKYBAHHS) ma NPOGEOEHO KOHMPONb i AKOCMI HA GUIYEIAZHAYEHIT]
dinonuyi y noewisi eionogsionocmi 3 eumoezamu GMP, 6cmanoGneHUMY MICYEGUM pPe2YJAMOPHUM Op2aHOM, a makodic 8i0N0gioHo 00
cneyugpixayiti, wo micmamecs y Peecmpayitinomy Oocwe. IIpomoxonu GUPOBHUYMEA, NAKYBAHHA mA GHANi3ie Oyno nepeanaHymo ma
acmanoeero 8ionogionicmy GMP.

Head of Quality Control
Department / KepiBauk 4] Date /
Bi/ULiTy KOHTPOJTIO AKOCTI e g T Luis Fuentes Hara: 20.12.2023
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JNEPYKABHA CJYKFA 3 JIKAPCHKUX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTUKAMH Y KHIiBCHKIN OBJIACTI

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

BHUCHOBOK
NPO SIKiCTL BBE3€HOI0 B YKpaiHy JikapchKoro 3acofy

16.01.2024 Ne 348/24/10

AHTHKATAPAJI

(HaliMeHyBaHHs NiKapCeKOro 3acoby 3TiAHC 3 PeeCTPALIHHIM ITOCBIAUEHHSAM)
NOPOLIOK /IS OPAJILHOr0 PO3YHHY; 10 10 NaKeTHKIB 3 NOPOLIKOM Y Navii 3 KAPTOHY

(dbopma BumyCKy, HO3yBaHHA, BUA NaKyBaHHA JHKapcHKOTO 32C06Y)

Homep peectpauiiinoro mocsixuenns UA/7810/01/01 crpox aii peecrpauiiinoro mocsinuenns 01.01.2099

Cepis mikapcskoro sacoby Ne 906672 Kinekicts BBE3eHOTO Nikapcekoro 3acoby 14843
Bupo6nunx JIABOPATOPIOC AJIKAJIA ®APMA, C.J1., Icnanis
(HaliMenyBaHHs BHPOGHMKA JIiKapCEKOro 3acoly, kpaita IOXOUKEHHs)
Baesero B Yipainy CminbHe yKpaiHCbKo0-eCTOHChKE MIINPHEMCTRO Y opmi ToBapucTBa
3 o0MeskeHo10 BianoBinanbHicTI0 "OnTiMa-®apm, JITA", inenr. xox:
21642228

(naiiMenyBanHs Ta ko 3a €MIPTIOY topuanuHoi 0co6u abo TipissuiLe, iM's, MO GaThKOBI (hisHUHOT
ocobu - mianpuemus, ii Micle NPoXHBAHHA Ta peccTpalliiiHuil HoMep 06IiKOBOT KAPTKH MIaTHNKA
noaaTkiB abo cepis Ta HOMep nacnopra)

IIpotoxou Bisyansnoro konrpoJo six 11.01.2024 Ne 0027/2.

3a pesynbTaTaMH Jep)KaBHOTO KOHTPOJIO BCTAHOBIEHO, IO JKapchkuii 3aci6 BBeseHo B Vkpainy 3
JOTPUMAHHSAM BuMOr 328KOHOAABCTBA 100 3a6e3neyeHHs IKOCTi NMKapChKHX 3aC00iB.
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