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INFARMADE

CEPTU®IKAT CEPIi HA JIIKAPCBHKI 3ACOBH

HasBa npoaykry :

dopre3a, MTLOAAHHKH MO 3 MT 31 CMaKOM JIHMOHA

Kpaiuna imnopry

Ykpaina

3asiBHHK peccTpauiinHoro
NoCcBia4YeHHA

Henvra Meniken [Tpomoywns Al

Homep peecrpauifiHoro nocsiiyeHHs

UA/19283/01/01

CuJiia aiil Ta AKTHBHICTB Ai0407
pe4oBHHH

| TLOAAHMK MICTHTB 3 MI' G€H3UIaMiHY TiapoXnopuay (110 ekBiBaneHTHO 2,68 Mr
HeH3u aaminy)

Hlikapcblca topma

JIboaAHUKH

Posmip Ta THN NaKyBaHHA

no 12 neonauukie y duicrepi, no 2 Grnicrep(n) B KapTOHHIH KopoOLi

Homep cepii 410746
Jlata BupobuHuTBa 10/2024
JlaTa 3aKiHYeHHS TePMiHY 09/2027
MPHAATHOCTI

JlaTa TecTyBaHHs 11/2024

Bupotunk ADI

Ientayp ®apmacsrorikans [IBT. JIT/I

Mineuuusa Ne 75, 76 Ta 76/1 Yixnoni MIJIK, AmGepHarx (3axiaHui)

Paiton Tau - 421501 MaxapatwuTtpa, [Hiis

Ten +91 22-66499100

Ulinensis: WC-0107

Homep ceprudikary GMP : NEW-WHO-GMP/CERT/KD/113378/2022/11/42322

Bupoduuk

JAP. ME/I. AY®JIEPMOP AT
Bectuirpacce 16, Jlenrnay Ar, 5426, Ilseituapis
Ten. +41 56 266 56 50

UTinensia: MIAE-CH-511121-102703287
Homep ceptudixary GMP : GMPE-CH-1003743

BupodHHK BiANoBianLHUH 32
NAKYBAHHHA

JP. ME/I. AYOJIEPMOP AT
Bectmutpacce 16, Jlenrnay Ar, 5426, Iseiiuapis
Ten. +41 56 266 56 50

UliueH3sia: MIAE-CH-511121-102703287
Howmep ceprudikary GMP : GMPE-CH-1003743

Bupoduuk Bianosizaaenmii 3a
KOHTPOJIb SIKOCTI Ta BUNYCK cepil

IHOAPMAJE, C.JI.

C/Toppe ae noc Xep6epoc, 35, P.I. Kapperepa je na Icna, Jloc Epmanac,
Cesinba, 41703, Ienanis

Ten. + 3495498 23 19

Jlinen3sis : 6512

Homep ceprudikary GMP: ES/057THV1/22

Po3mip cepii

30552 ynakoBok

/BnaHk BupobHuka/
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INFARMADE

TECT AHaNITUYHKIA CREUNPIKALIA PE3YNBTAT
meton
3oBHIHIHA B Buyrpimmniit MeTox Kpyri )oBTi Tb0ASHHKH AiaMeTpoM Binnoginae, 19 mm
19 MM 3i cCMakoM JTHMOHY
g Buyrpimmniit MeTon
InenTudikanis (BEPX)
Bryphmiiseox CriekTp aHAIOTTHHHIA CTAHIAPTHOMY Binnosinae
(Yo)
InenTudikanis XiHONIHOBHH KOBTHI : . . ;
B Binmosizae Binnogizac
(IMJI-BEPX)
251£5% 25r
T *
Cepeins maca €Bp. Papm. 2.9.5 (2375 wir - 2625 i)
0> 75% - 125% Ta . .
i —— e Ginbiue vixk 1> 85% - 115% Bianosizac
ARERR y Crp.Papm. 2.9.6% axuo 1> 85% - 115%, npoananisyraru we 20
Ta 0> 85% - 115%
Kinpkicne BH3HaueHHs jai0uol
BuyTpiuuii 95-105 %
%
pedoBuHE (Yo) weron (BEPX) (2.85 mr-3.15 Mr) 104 % (3.12 mr)
€ep.Papm. 2.2.29*
(CynpoBiani Heinentudikopani
VloMiLKE*** IHAMBITy abHi He Buagneno
JOMILITKH <03%
BuyTpitumii
3aranbuuii BMicT meto (BEPX)
NOMIIOK <1.0% He BusBaeno
Mixpobione- Deremsmasimadens | oo o, 56744 < 102KYO/r <10 KYO/r
TIYHAH BKHTTE30aTHAX
KOHTPOJIb acpoOnux GakTepiil
(KYO) %k %
parameHa KibkicTe | epy papy 5,1.4* <10KYO/r <10 KYO/r
rpudis
Crp. Dapwm. 2.6.12% Bineyrtni/ Bineytnig I r
S aureus Bp. @apm incyTHi/r VTH
3 €rp. Gapm. 2.6.13% Bincyrni/r Bincytnis 1 1
T — Bp. Papm ineyTH incyTHi B

* YMHHa pe/laKilis

** BUKOHaHO HA 3aMakoBawiii cepii, ekpipanenTHiit 1060BOMY BUPOOHHUTBY

*** Mikpo6ioaoriMHKUA KOHTPO/b Ta KOHTPOME CYNPOBLIHHX AOMIMIOK Yy T 3AIHCHIOBATHCA MEPIOAHTHO 3 4ACTOTO, BCTaHOBeHOK Biwinom 3abesnedenna axocti (oHa 3 KokHIX
10 sanakosanux cepiii Ta mMoHafMeHme pas Ha pik), 3rigHo 3 Pexomennauiero Q6A Mixnaponnoi kondepenmii 3 rapmonizamii (ICH). Omxe, ui napametpy ie 6ymyTs BrmOdeH B
kcepTH(IKAT aHamiay.

MikpoBionoriusuii KOHTPONE BUKOHYIOTS Ha NOYATKY JOCHIKEHHA Ta HAPHKIHLI KoskHOro eTanmy (6 micauis: 40°C/75 % eianocHoi ponorocti (R-H.), 12 micamis: 30°C/65 % R H,, 36
Imicauis: 25 °C/60 % RH)

I[KomenTapi :

% SB
oy

dixauii Ha

BlanoeifawTs BUMoram GMP.
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IMepernsuyTo:

3aTBepIkeHo!

Konrpons axocTi
/mianucano/
Tlignuc 1 nata: 18/12/2024

ITianucano: Miriam Carrion Reinoso

3abesneyeHHA AKOCTI
/mianucaxo/

Minnuc i nara: 18/12/2024

ITianucaso: Manuel I Bravo Lopez

3acTyNHHK TEXHIYHOrO JHPEKTOPA
/nianucano/
[Mianuc i nara: 18/12/2024

[Tiznucano: Evelin Chaves Navarro

Kontpoasuuii koa CL24-048

/BnaHk BupobHuKa/

F-IV PNT GC-210




S.L.
INFARMADE
CERTIFICADO DE LOTE DE MEDICAMENTOS

BATCH CERTIFICATE FOR MEDICINAL PRODUCTS

Nombre del Producto / Name of Product

Forteza, lozenges 3 mg with lemon flavour

Pais de Importacién / Country of Import

Ucrania / Ukraine

Titular Autorizacién Comercializacién / MAH

Delta Medical Promotions AG

N° de Autorizacion de Comercializacién /
Marketing Authorisation N°

UA/19283/01/01

Fuerza y Potencia del Activo / API Strenght and
Potency

1 lozenge contains 3 mg of benzydamine
hydrochloride (equivalent to 2.68 mg of
benzydamine)

Forma farmacéutica / Pharm. Form

Lozenges

Tamafio y tipo de acondicionado / Package size

12 lozenges in a blister, 2 blister(s) in a

and type carton box
Lote / Batch Number 410746
Fecha Fabricacién / Manufacturing date 10/2024
Fecha Caducidad / Expiry date 09/2027
Fecha de andlisis / Testing date 11/2024

API Fabricante / API Manufacturer

Centaur Pharmaceuticals PVT. LTD

Plot No. 75, 76 & 76/1 Chikhloli MIDC,
Ambernath (W)

Dist. Thane — 421501 Maharashtra, India

Tel +91 22-66499100

Auth. N°: WC-0107

GMP:NEW-WHO-
GMP/CERT/KD/113378/2022/11/42322

Fabricante / Manufacturer

DR. MED. AUFDERMAUR AG
Westrasse 16, Lengnau Ag, 5426
Switzerland

Tel +41 56 266 56 50

Auth. N°: MIAE-CH-511121-102703287
GMP: GMPE-CH-1003743

Acondicionador / Packaging responsible

DR. MED. AUFDERMAUR AG
Westrasse 16, Lengnau Ag, 5426
Switzerland

Tel +41 56 266 56 50

Auth. N°: MIAE-CH-511121-102703287
GMP: GMPE-CH-1003743

Controlador y Liberador / Quality Control and
Release Site

INFARMADE, S.L.

C/ Torre de los Herberos, 35
P.1. Carretera de la Isla, Dos Hermanas,
Sevilla, 41703 Spain
Tel +34 954 98 23 19
Auth. N°: 6512
GMP: ES/057HVI/22

Cantidad / Quantity

30552 packs

INFARMADE S.L. C/ Torre de los Herberos N2 35, Pol Industrial “Carretera de la Isla”
41703 Dos Hermanas SEVILLA
Telf: +34 95 498 23 19— Fax: +34 95458 2312
e-mail: infarmade@infarmade.es

CL24_048 -Page 1 of 3
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é iti Resultados/
Ensayos/ Tests Mitods amalitvo Especificaciénes/ Specifications e
Analythical method Results
Round yellow lozenges, 19 mm diameter,
Appearence In house Cemplies, 12 mm
with lemon flavour
In House (HPLC)
ldentification Spectrum similar to standard Complies
In House (UV)
Identification of Quinoleine yellow In house DAD - HPLC Complies Complies
2,5g+5%
Mean weight Ph. Eur. 2.9.5* 25¢
(2375 mg — 2625 mg)
0>75% - 125% and NMT 1>85%-115% If
Uniformity of dosage units** Ph. Eur. 2.9.6* 1>85%-115%, analyze 20 more and Complies

0>85%-115%

In House (HPLC) 95%-105%

Active substance assay (%) 104% (3,12 mg)

Ph.Eur. 2.2.28* (2,85 mg—3,15 mg)
Unknown
Related Individual <0,3% Not detected
- In House (HPLC)
substances*** Impurities
Total Impurities £1,0% Not detected
Total viable i
Ph.Eur. 2.6.13* <10° CFU/g <10 CFU/g
Microbiological | aerobic bacteria
control Total fungi count Ph.Eur. 5.1.4* <10 CFU/g <10 CFU/g
fufc)y S.aureus Ph.Eur. 2.6.12* Absence/g Not detected in1g
P.aeruginosa Ph.Eur. 2.6.13* Absence/g Not detected in1g
*current edition

**Performed on a packaging batch equivalent to a day’s production

*** Microbiological controls and related substances will be performed periodically with the frequency deemed appropriate by the Quality Assurance Department of the
company (one out of every 10 packaging batches and always at least once a year), in accordance with ICH Q6A, Therefore, this parameter will not be included in all the
certificates of analysis.

The microbiological control is performed at the start of the study and at the end of each step (6 months: 40°C/75% R.H., 12 months; 30°C/65% R.H., and 36 months; 25°C/60%
RH).

Comments /Observaciones

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

Por la presente certifico que la informacion anterior es auténtica y precisa. Este lote d iy
se ha fabricado, incluido el envasado, el etiquetado y el control de calidad en el sitio 4§08

mencionados anteriormente en total cumplimiento con los requisitos de GMP de
Reguladora local y con las especificaciones de la Autorizacién de Comercializacjids
importador o el dosier de especificaciones del producto para Medicamentos en Invedifz

INFARMADE S.L. C/ Torre de los Herberos N2 35. Pol Industrial “Carretera de Ia Isla”
41703 Dos Hermanas SEVILLA
Telf: +34 95 498 23 19— Fax: +34954982312
e-mail: infarmade@infarmade.es
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revisaron los registros de procesamiento, envasado y analisis del lote y se determind que
cumplian con las GMP.

Revisado por:

Aprobado por:

Control de Calidad / Quality
Control

ﬁ),{ Zi ‘f{,'i L

5 -
N

Firma y fecha (Br2/lo24
Signature & date

Firmado por / Signed by:
@AM RN @aNTRT

Garantia de Calidad / Quality
Assurance

,).K/.«-
Firma y fecha [&/{2{7<24
Signature & date
Firmado por / Signed by:
Midwgr J e Lot

D. Técnico / Substitute
Technical Director

C

Firma y fecha {#({Z(Z024
Signature & date

Firmado por / Signed by:
FOEAN cHAUES 41 /udRRe

Cédigo Control/Control Code
CL24-048

F-IV PNT GC-210

INFARMADE S.L. C/Torre de los Herberos N@ 35. Pol Industrial “Carretera de la Isla”

Telf: +34 95 498 23 19 —Fax: +34 854582312

41703 Dos Hermanas SEVILLA

e-mail: infarmade@infarmade.es
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TEPY)KABHA CJIVIKBA 3 IIKAPCBKHX 3ACOBIB TA KOHTPO.IIO 3A
HAPKOTHKAMM Y KHiBCBKIA OBJIACTI

npos. CeiTiignoi Hapii, 3, M.Kuis, 02099, Ten/dakc: (044) 576-40-41
E-mail: dls.ko@dls.gov.ua, Kox €/IPIIOY 37078774

BUCHOBOK
PO SAKICTH BBE3€HOI0 B YKPaiHy JiKapChbKOro 3ac00y

28.01.2025 Ne 2587/25/10

D®OPTE3A

(HaiiMeHyBaHHS TiKapChKOro 3aco0y 3TijIHO 3 PecCTPALlIHHIM TMOCBIIYEHHAM)
JILOASTHHKH 110 3 MT 3i cMaKoM JHMOHa; 1o 12 iboasiHuKIB y 6aicTepi; mo 2 6aicTepy B
KapTOHHIH KopoOui

(popma BHITYCKY, 103YBAHHS, BHJI TAKYBAHHA J1iKapCBKOro 3aco0y)
Howmep peecrpauiiiroro nocsizaenns UA/19283/01/01 etpox aif peectpauiiirioro nocsigaenns 27.03.2027
Cepis nikapcekoro 3acoby Ne 410746 KinbkicTs BBe3eHOr0 Jikapchkoro 3acoby 57

Bupobuuk IHOAPMAJIE, C.J1, Icnasnis

(HaiiMeHyBaHHA BHPOOHHKA JiKapckxoro 3acoly, kpaiHa MOXODKEHHA)

Baesero B Yipailty TosapucTBO 3 06Mexkenoto Bianosizansnictio "JIEJIbTA
MEJIKEJI", inent. xox: 39448817

(naiimeryBaHHa Ta Koz 3a €JIPIIOY opuan4HOi ocobu abo npizsuLie, iM'A, no GaTbKOBI (hiznuroi
0coBH - MiANpHEMILS, if MiCLEe IPOKHBAHHA Ta PEECTPALIHHHA HOMEP 001iK0BOT KapTKH IJIaTHHKA
noxarkis abo cepis Ta HOMEp NacmopTa)

Ipotokoa sisyaasroro kontpoao in 28.01.2025 Ne 0176/1.

3a pesynbTaTaAMH JIePAKABHOrO KOHTPOJIK  BCTAHOBJICHO, IO mikapcekuit  3aci6 BBeseHo B YkpaiHy 3
JOTPHMAHHSM BHMOT 3aKOHO/IaBCTBA MI0/0 3a6e3neqenHs SKoCTi JiKapchKHX 3ac00iB.

Onera EPLOMEHKO

(mianuc) (ininianu Ta npissHuLe)
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JAEPKABHA CJIVKBA 3 JIIKAPCbKHUX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTUKAMH Y KHIBCBKIA OBJIACTI

npos. Ceitimunoi Hanii, 3, m.Kuis, 02099, Ten/dakc: (044) 576-40-41
E-mail: dls.ko@dls.gov.ua, Kog €JIPTIOV 37078774

BUCHOBOK
PO SIKiCTH BBE3€HOr0 B YKpaiHy JIiKapchbKoro 3acody
07.03.2025 Ne 10152/25/1011
DOOPTE3A

(HaiiMeHYBaHHA JIIKapChKOro 3acoly 3rilHO 3 PeECTPALliHHM NOCBITYCHHAM)
JBbOAAHHKH 10 3 MI 3i cMakoM JIMMOHA, o 12 neoasanukis y Guicrepi; no 2 daicrepu B
KAPTOHHIH KOpoO i

(hopma BHMyCKY, 103YBaHHA, BHI MaKyBaHHA JTIKapCceKOTo 3acoby)
Howmep peectpauiitnoro nocsinuenns UA/19283/01/01 crpox aii peectpaniiinoro nocsinuenna 27.03.2027
Cepis nikapcbkoro 3acoby Ne 410746 KinskicTs BBe3eHoro Nikapcekoro sacoby 30495

Bupo6uuk IHOAPMAJIE, C.J1., ICTTAHIA

(HaitMenyBanHa BUPOOHHMKa JiKAPCHKOro 3acofy, KpaiHa MOXOKEHHs)

Bseseno B Vkpainy ToBapucTBo 3 06mexeHor0 BianosinaasHicTio "JIEJIBTA
MEJIKEJI", inent. kon: 39448817

(nafimenyBanHa Ta koj 3a €JIPTIOY ropuar4Hoi ocobu abo npizsHiue, IM's, 10 6aTEKOBI (hi3H4HOT
ocobu - miAnpUeMILs, 1T Miclle NPOKUBAHHA Ta peecTpaliiHHA HoMep 00/11KOBOT KAPTKH TUIATHHKA
nojaTkie abo cepisi Ta HOMep MmacropTa)

IMporoxoa Bizyaasnoro kourpomo ein 04.03.2025 Ne 0641/1.

3a pesyneTaTaMM  JIEPXKABHOTO KOHTPOJTIO BCTAHOBJIEHO, IMI0 JHKapchkuii 3aci6 BBeseHO B VYkpaiHy 3
AOTPHMAHHAM BuMOT 3aKOHO/IABCTBA IIOM0 3abe3MeyeHHs SKOCT TIKapCBKUX 3aC00iB.

4/7/ il Ossra EPbOMEHKO

o

19 KOHTPOIIO) (nianuc) (ininianu Ta npissuue)
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