npoB. Critmynoj Hapii, 3, M.Kwuig, 02099, Ten/daxce: (044) 363-06-50
E-mail: dls.ko@dls.gov.ua, Kon €1PTI0Y 37078774

BUCHOBOK
PO sIKiCThL BBe3eHoOro B Ykpainy JiKapcbkoro 3acody

10.10.2024 Ne 50563/24/1011

AJUIETPA® 120 MT
(natiMenysamuy Jikapcekoro 3aco0y 3rinmno 3 peecTpaiiinmm nocsmqem-mm)
TabJuerkn, BKpHTI 060JIOHK‘OIO, o 120 mr, Ne 10, 0 10 Tabjerok y ﬁ.m'CTepi; nol 6m'c1*epy B
KapToHHii kopo6ui
(dopma BHITYCKY, HO3yBaHHs, BUY NaKyBaHHs Nlikapcbkoro 3acoby)

Homep peecrpaniiinoro noceinuenns UA/8500/01/ 01 crpox nii peectpaniiinoro nocsiguenns 01,0 2099

Cepis nixapcrkoro 3acoby Ne JT1750 Kinskicts Beesenoro nikapeskoro saco6y 50134

Bupo6uuk CAHO®I BIHTPOIT IHOACTPIA - TYP3, ®pannis

(naiiMenypanmy BHPOGHHKA NiKkapcrkoro 3acoby, kpaina TIOXOMKCHH)

Beeseno B Vipainy Torapucrro 3 00MexKeH o0 BitNoBifanbHicTIO "OIEJIIIA

XEJICKEA YKPATHA", izeur. rox: 43726391

(HaﬁMcl-lyBaHHﬂ Ta ko 3a €JIPTIOY I0pHAHYHOT 6c06H abo npi3BuLLe, J'M'.}I, 110 6aThKOBI (isnano

0coGH - mignpremuy, 1i MICIIE TpoXHBaHI Ta peectpautiitiuii Homep o6mikoso] KapTKM IUIaTHHKa
nonarkis aGo cepis ta HOMeEp nacriopra)

[IpoTokoa Bisyanmoro koutposio sin 01.10.2024 e 3010/5,

i i i ainy 3
3a  pesymbratamu HCPXKABHOTO  KOHTPOJIIO BCTAHOBNCHO, ul0 mikapchKuil  3acif BBE3EHO B  Ykpainy

HOTpHM AHHSAM sumor 3aKOHOAABCTBA WOLO 3a6E3IICHEHHS TKOCT JIKapCLKUX 3ac0biB,
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CEPTU®IKAT CEPIf BUPOBHUKA

Hazga npenapary:
Mikapcbka ¢popma:

Airo4i peyoBunu:

Cepis Ne:
AaTa Burorosnenns:
Tepmin npuaatrocri:

AZpeca Ta Ha3Ba BUpPOGHMKa:

AJZpeca Ta Haszga Ji 80 1 8397301
NaKyBaHHS;

Peecrpaniiine NoCBiAYeHHS:

Jlinensia ua BUPOGHULTEO Ne:

Tun nakyeaung:

Posmip cepii:

AJUIETPA® 120 MT"
Ta6JIeTKH, BKPUTI 060.J10HKO10, 110 120 Mr

dexcopenaguny rigpoxsopug 120 mr
(exBiBasenTHO 112 Mr CDeKcocbeHa,anHy)

ITi750

31 cepnusa 2023

Jlunens 2026

CAHO®I BIHTPOI IHAACTPIA - TYP3
30-36, Aenio 'ocras Efidens, TYP3, 37100
OPAHLIA

CAHO®! BIHTPOI IHIACTPIA - TYP3
30-36, Aenio IocTas Eitdens, TYP3, 37100
OPAHLIA

Ne UA/8500/01/01

2022_184 1 2

Ne10: o 10 Ta6setok B 6aicTepi; no 1 6aicTepy B KapToHHIH Kopo6ui

50 186 Bunymenux YIIaKOBOK

Ao cnenudikanii, wo MicTaTbes Y PeecTpaniiiHoMy gocbe KpalHu-iMnopTepa. [IpoTokonn BUPOGHUIITBA,

IM'st, mocapa ra niAnMc ynorHoBaxeHof 0COGH, 110 YIIOBHOBa)KeHa Ha BUNYCK cepii:

Anaic PAKOTODIPIHTA [Anais RAKOTOFIRIN GA]
Ynosrosaxcena ocoa

Aara: 08.12.2023 /Mevarka/ /Mignuc/

[ma odinitinomy Oranky BUPOBHMKA]




CepTudixaT ananiay /
CepTudikaT Cepii

| CAHOO! SIHTPON THIACTPIA
| 30-36, apexio ['tocTaB Eftdens,
37100 Typa, GPAHMIA oo T ———

AJIIETPA® 120 MT, TaOaeTKH, BKPUTI 060JIOHKOIO, Ne10 aas Yxpainu
Homep cepfi: W
. TepMiH IPUARTHOCTL: W
_ TaBJeTKH, BKDUTi 060IOHKOI0
3gepirannsa npH <25°C ——
D
VV-QUAL-0286465 —

yMoRU 30epiranns:

\

|

Crnenudikarii

HaltmeHYBaHHSA noKa3HHUKIB

TafeTKY NEPCUKOBOTO xonvopy B GopMi
KaTICyJIH, BKPHTI 060JI0HKO10, €

rpasipyBaHHsM «012» Ha oAHift cTOpOHI 1Y

BUTJIA/AL TPOTIHCHOI niTepy «e» Ha inwii
cTOpOHI, po3MipoM npubAU3HO

6,1 % 15,8 MM

I,u,eHTmbiKauiﬂ
Pexcodenaauny riapo

XJAOpHL (BEPX) BignosiguicTk Yacy yTpUMyBaHH: HA Bignosifae
xpoMaTorpamax pUnpoGyBaHoro Ta
CTaHAapTHOro pos3int

4 cniekTp 3paska Ma€ MaKCUMyMH
nor/IMHAHHSA NIPH THX cCaMuX LOBXKHHAX

Jib, O | CTIEKT cTaHaapT

XBU
BigmoBiJae
Bi -

Oxcu/ 3ai3a ignoBiAaE
OzHopigHicTb 403 paHHA Bignosijae BumMoraM Usp/€rp. PapM.

Po3uMHeHHA ~
S1: MiniMyM uepes3 45 xB 285 %

BmicT BOAH
[poayKTH po3naj

MDL 102.038
MDL 46.016

Cyma iHHUX TPoJ, KTiB po3naj <02% He BUABJAETHCA KinbKiCHO

Cyma BCiX TPOA KTiB pO3Maj <1.0% He BUABAAETHCA KiibKiCHO
nbKicHe BUZHAYEHHA
114,0 - 126,0 MI' TabneTK 119,8 mr/TabneTk

dexcobenaAuHy riApoxa10pHi,
KouTposb AKOCTI 32 Mikpo6ioori9RUMA [1OKa3HMKaMH BUKOHYETBCA nepiofAn1HO.
linM nigTBEpIKYEMO aci craaii BUpOGHUITEA fanoi cepil TOTOBOTO NpoayTY oyn nposegeHi ¥ pignosigHocti A0
sumor GMP EC, Ta BiZTOBiAE oJoXeHHsaM A0 BignogigHOro PeccTpauiiiioro ocBiueHBa KpaiHu / xpait
npusHadeHHs.

dexkcopeHagnty rigpoxJopui (i

Bigmosigae

Bignosifae
Bignosifae

TuTtaHy AOKCHI

|

Ki

PiieHHs 040 BUIYCKY cepil: Jlo3BOJIEHO
JlaTa BUNYCKY (UTC +1): 11.10.2023 16:21:09.00
YioBHOBaKEHA oco6a, o nignucasa: AHAIC PAKOQTO®DIP] HI'A
CepTudixat akocTi 3aTBep/KeHu# B eJleKTPOHHOMY BUIIAAL

ANATS RAKOTOFIRIN GA
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MANUFACTY RER BATCH CERTIFICATE

Name of prodyer: ALLEGRA® 120 pmqy
Dosage form; tablets, f?!n1~coated, 120 mg

Active ingredients: Fexolenadine hydrochloride 120 mg
(cquivalent to 117 mg of I’*"exoiénz—ldinu)

Bateh N umbey: JT175()

Date of Mmanufacture: 31 AUGUST 2023
Expiry date: | ULY 2026

Name and address of the manufacturing sife:
SANOFI WINTT] ROP INDUSTRIE - TOURS
30-36 avenue Gustave Eifte], TOURS, 37100
FRANCE

Name and address of the Packaging site:
SANOFI WINTH ROP INDUSTR IE--TOURS
30-36 avenye Gustave Eiffel, TOURS, 37100
FRANCE

Registration Certificate: NeUA8500/01/01
Man r.z{zaetm'ing Authorization No for production site: 2022 1 84 12

Packaging type: Nel0: 10 tablets in blister; 1 blister i a carton box

Batch size: 50 186 packs released

[ hereby certify that the above information is authentic and accurate. This batch of product }@
been manutactured, including packaging/labeling and quality control at the abovekmellltionccf |
sites in full compliance with the GMP requirements of the local Regulatory (»Mnlbmnt}f gnd |
with the specifications in the Marketing Authorization of the registration dossier of the |

! importing country. The batch processing, packaging and analysis records were reviewed to be
incompliance with GMP. e

Name, title and signature of the authorized person authorizing the batch release:
H N # ’Té z
T s e o [ ASSURANGE CIUALL

Anais RAKOTOPIRINGA { A N
ified Pers i - . AT L

Qualified Person | 08 05C 203 |7 T4

Yate: 08/12/ DNFORME
Date: 08/12/2023 { a OONFORNE”

6 084 864 C - 775 662 257 - Slret 775 662 257 00150 - NACE 7010 7 - ne Intracommunautalre :
FR 45775662257



Certificate

SANOFT WINTHROP INDUSTRIE
30-36, avenue Gustave piffel
37100 TOURS~ ~FRANCE

RS NI i ————RTS

AT WWWWWWMWWWMAWAWW»

of analysis /
Batch Certificate

sonoﬁ

site TOURS

UNITS !

Y1Lem code 574476
,Ttom de%cription ALLEGRA 120MG 10cP VTE UA
Batch number JT1750 Manufacturing date 31—AUG—2023
51nspection lot 000007745196 Expiry date JUL-2026
‘ ype TABLET, F1LM COATED Presentation 1 BLISTER oF 10
%Storage condition gtorage: <25°C
éMarket name ykraine
é
Regulatory file VV—QUAL—0286465
%Verbiow of CohA 1
| Spec1ﬁcat1(ms Results
“ ,WMWMinNMWMWMMWMWMWWWWMNMWMW~MWMMW — wiWMWNWwWNWWMNWMNiWaWMWWWNNWMW,wwmwwm«iwv r———
%CHARACTERS
i characters peach, modified capsule shaped, COMPLY
% film~coated rablet, debossed with
i
§ np12" (undetlined} on one side and 2
; scripted we" on the other side,
i AppOXimately 6.1 x 15.8 mo.
% IDENTIFICATIONS
é Fexofenadine hydrochioride (1.C) The sample exhibits the zame retention COMPLY
time as a reference standard
% Fevofenadine hydrochloride (IR) The infrared spectrum of the sample COMPLY
% exhibits absorption maxima only at the
! sanme wavelengths as a reference standard
ﬁTitanium dioxide COMPLY COMPLY
i Tron oxide COMPLY compLY
TESTS
Uniformit £ it
y of dosage units conforms LO ysp / Ph. Eur. COMPLY
pissolution
g1: Mini at 45 min >=85% 94 2
=
Wwater content <=6.5% i3
: Degradation products
{ MDL 102.038 =0, 6%
={,0%
MDL 46.016 e0.31 not quantified
=0.3%
gTotal others degradants =0.2% not detected
b [ : :
%Total degradants <=1.0% not quantified
; ! not quantified
; ASSAY
! Fexofenad
1 ine hydrochloride 114.0 - 126.0 MG/TABLET

-

119.8 mg/cp

rap_coa_resul tats v5
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Certificate of analysis /

Batch Certificate SAnNno f |
SANOFI WINTHROP INDUSTRIE

30-36, avenue Gustave Eiffel Site TOURS
37100 TOURS-FRANCE

I'tem code 574476 :
Ttem description ALLEGRA 120MG 10CP VTE UA '
Batch number JT1750 Manufacturing date 31-AU0G-2023

Inspection lot 000007345196 Expiry date JUL-2026

Type TABLET, FILM COATED Presentation 1 BLISTER OF 10 UNITS

Storage condition Storage: <25°C

Market name Ukraine

Regulatory file VV-QUAL-0286465

Version of CoA 1

Quality control for parameter "Microbiological purity" is tested at least once a year i
I hereby certify that all the manufacturing stages of this batch of finished product have been carried out in full :
compliance with the GMP requirements of the EU and with the requirements of the Marketing Authorisation(s) of the
destination country/countries.

| Release status ACCEPTED

!

| Release date (UTC +1) 11-0CT-2023 16:21:09.00 !
i i
gsigned by qualified person ANAIS RAKOTOFIRINGA 5

Certificat d'analyse approuveé électroniquement / Certificate of analysis electronically approved

rap_coa_resultats v5 Page 2 / 2







