JAEPKABHA CJIVIKBA 3 JIKAPCBKHUX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTHUKAMHU Y KUIBCBKIA OBJIACTI

npos. Ceitmranoi Hanil, 3, m.Kuis, 02099, tesn/paxc: (044) 363-06-50
E-mail: dls.ko@dls.gov.ua, Kog EJPIIOY 37078774

BUCHOBOK
PO fAAKICTH BBE3€HOr0 B YKpaiHy JIKapchbKoOro 3acody
10.10.2024 Ne 50560/24/1011
AJUIETPA® 180 MI'

(nafiMenyBauns NikapcbKkoTo 3acofy 3riIHO 3 peecTpaliiiHiM NOCBiTYCHHSM)
Ta0JIeTKH, BKPUTi 060s10HK010, M0 180 Mr, Ne 10, no 10 raduerox y Guicrepi; no 1 6aicrepy B
KApTOHHIN Kopolui
(popma BumyCcKy, NO3YBaHHS, BUJ NaKyBaHHS JHKapCLKOTO 3ac06Y)

Howmep peectpauiitnoro nocsiguenns UA/8500/01/02 ctpox nii peectpaniiinoro noceiguenns 01.01.2099
Cepis nikapcrbkoro 3acoby Ne JT2270 KinbkicTh BBe3eHOT0 ikapchkoro 3acoby 37893

Bupo6uuk CAHO®I BIHTPOIT IHOHACTPIA - TVP3, ®panuis

(nakimenyBanHA BPOOHUKa JIKapCHKOro 3aco6y, KpaiHa MOXOAXKEHHS)

Baeseno B Ykpainy Toeapucrso 3 oﬁqueﬂom BigmoBinaneuicTio "OITEJLJIA
XEJICKEA YKPATHA", inenr. on: 43726391

(naiiMeHyBanHA Ta kox 3a €APTIOY ropummunoi ocotu abo npissue, iM's, 10 6aTEKoBI (hisHuHOI
0co6H - mignpueMus, i Miclie POXKHBAHHS Ta peecTpaLiitiuii HoMep 06NiKOBOT KAPTKH MIATHHKA
nonarkis abo cepis Ta HoMep racnopra)

TIporokon Bizyansnore xourposo sin 01.10.2024 N2 3010/2.

3a  pesymbraTamM [IepkKaBHOTO ~KOHTPOMIO BCTAHOBNCHO, IO JiKapchkuit 3aci6 BBesewo B Vkpainy 3
AOTPUMAHHSM BuMOT 3aKOHOIABCTBA 100 3a0e3MeHeHHs SKOCTI JTiKapChKUX 3aCOBiB.
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MANUFACTURER BATCH CERTIFICATE

Name of product: ALLEGRA® 180 MG
Dosage form: tablets, film-coated, 180 mg

Active ingredients: Fexofenadine hydrochloride 180 mg
(equivalent to 168 mg of Fexofenadine)

Batch Number: JT2270

Date of manufacture; 24-NOV-2023
Expiry date: OCT 2026

Name and address of the manufacturing site:
SANOFI WINTHROP INDUSTRIE - TOURS
30-36 avenue Gustave Eiffel, TOURS, 37100
FRANCE

Name and address of the packaging site:
SANOFI WINTHROP INDUSTRIE —~ TOURS

30-36 avenue Gustave Eiffel, TOURS, 37100
FRANCE

Registration Certificate: NeUA/8500/01/02
Manufacturing Authorization Ne for production site: 2022 184 1.2

Packaging type: Ne10: 10 tablets in blister; 1 blister in a carton box

Batch size: 37 893 packs released

T hereby certify that the above information is authentic and accurate. This batch of product has
been manufactured, including packaging/labeling and quality control at the above mentioned
sites in full compliance with the GMP requirements of the local Regulatory Authority and
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
in compliance with GMP.

Name, title and signature of the authorized person authorizing the batch release:

Laura DANG
Qualified Person

Date: ,»-{2/92. / Z{?Z.[F {/’
k
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Sanofi Winthrop Industrie 30-36, avenue Gustave Eiffel - BP 27166 ~ 37071 Tours Cedex 2 - France - Tél : +33 (0)2,47.42.35.00 - Siret : 775 662 257 00218 -~ Code APE 2120Z
~ Code NACE 2120 ~ wiwy.sanofl.com
Siage soclal : 82, Avenua Raspall 94250 Gentily - France - Soclétd Anonyma au capital de 318 510 016 © ~ RCS Cratall 775 662 257 = Strot 775 662 257 00150 - Code APE
2120Z - N° Intracommunautalre : FK 45 775 662 257




SANOFI WINTHROP INDUSTRIE
30~36, avenue Gustave Eiffel
37100 TOURS-FRANCE

Certificate of analysis /

Batch Certificate

sanofi

Site TOURS

Item code 574398

Item description

Regulatory file

FILM COATED

Batch number JTr2270
Inspection lot 000007401754
Type TABLET,
Storage condition Storage:
Market name Ukraine

ALLEGRA 180MG 10CP VTE UA

Manufacturing date
Expiry date
Presentation

QUA-TU-2013-23976

24-NOV-2023
0CT~2026
1 BLISTER OF 10 UNITS

Version of CoA 1
g Tests Specifications Results E
CHARACTERS
Characters Peach, capsule shaped, film-coated COMPLY
tablet, debossed with "018" underlined
on one side and a scripted "e" on the
otherside, approximately 7.6 x 17.3 mm.
IDENTIFICATIONS
Fexofenadine hydrochloride (HPLC) The sample exhibits the same retention COMPLY
time as a reference standard
Fexofenadine hydrochloride (IR) The infrared spectrum of the sample COMPLY
exhibits absorption maxima only at the
same wavelengths as a reference standard
Titanium dioxide COMPLY COMPLY
Iron oxide COMPLY COMPLY
TESTS
Uniformity of dosage units Conforms to USP/Ph.Eur COMPLY
Water content <=6.5% 3.6 %
DISSOLUTION
S1:Mini at 45 nin >=85% 95 %
DEGRADATION PRODUCTS
MDL 102.038 <=0.6% 0.1
MDL 46.016 <=0.3% not detected
Total other degradants <=0.2% not guantified
Total degradants <=1.0% 0.1
ASSAY
Fexofenadine hydrochloride 171.0 =~ 189.0 mg/tablet 180.3 mg/cp

rap_coa_resultats v5

Page 1 / 2
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Certificate of analysis / .
Batch Certificate SAQnNo fl
SANOFI WINTHROP INDUSTRIE

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

Item code 574398

Item description ALLEGRA 180MG 10CP VTE UA

Batch number JT2270 Manufacturing date  24-NOV-2023
Inspection lot 000007401754 Expiry date OCT-2026

Type TABLET, FILM COATED Presentation 1 BLISTER OF 10 UNITS
Storage condition Storage: <25°C

Market name Ukraine

Regulatory file QUA-TU-2013-23976

Version of CoA 1

Quality control for parameter "Microbiological purity” is tested at least once a year.
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.

jRelease status ACCEPTED
Release date (UTC +1) 12~-FEB-2024 14:25:05.00
gsigned by qualified person LAURA DANG

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

rap_coa_resultats v5 Page 2 / 2
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[lepexnap
CEPTHOIKAT CEPIi BUPOBHUKA
Hassa npenapary: AJIJIETPA® 180 MT
Jlikapceka popma: Ta6J1eTKH, BKPHUTI 060/10HKO10, 10 180 Mr
HAiroui pevoBuHm: Pexcodenaauny rigporsopug 180 mr
(exBiBasienTHO 168 Mr ®excodenanuny)
Cepis Ne: JT2270
Jata BUTOTOBJ/IEHHA: 24 nucronaga 2023
TepMin npuaaTHocTi: cosTeHb 2026
Alpeca Ta Ha3Ba BUPOGHUKA: CAHO®I BIHTPOIT IHAACTPIA -~ TYP3
30-36, ABento I'ocras Efigpens, TYP3, 37100
®PAHUIA
Ajpeca Ta Ha3Ba XiJILHHUIL CAHO®I BIHTPOIT IHIACTPIA - TYP3
NMaKyBaHHA: 30-36, Asenro l'octas E#idgens, TYP3, 37100
PPAHLIA
Peecrpaniiine noceigyeHus: Ne UA/8500/01/02
Jlinensisa Ha BUpoGHUUTEO Ne: 202218412
Tun nakyBaHH4: Ne10: mo 10 Ta6sieTok B 6JicTepi; o 1 6aicTepy B KapToHHIH Kopo6Li

Posmip cepii: 37 893 BUNyIEHUX YIAKOBOK

Jlanum 3acBifuyto, 1o HaBeJeHa BHIIe iHpoOpMaLis € ZocToBipHOIO Ta To4YHOW. JlaHa cepis Gy.1a BHUpOGJIEH],
BKJIIOYAKO4YM MaKyBaHHsA/MapKyBaHHA Ta KOHTPOJb SKOCTI Ha BHLUe3a3HauyeHiN JibHMUI y TNOBHIH
BignosifHoCTI 3 BUMoramu GMP, BcTaHOBJIGHUMHU MicLeBUM peryJsaTOPHUM OpraHoM, a TaKoX BiANOBiAHO
Ao crienudikalii, Wo MicTATbCA y peecTpaliiHoMy goche KpaiHu-iMmopTepa. [IpoTokony BUPOGHULITEA,
NaKyBaHH#A Ta aHaJlisiB 6yJIM IepervIstHyTI Ta BCTAHOBJEHO BignosianicTts GMP.

IM’s, nocaga Ta mizAnKUCc ynoBHoBa)keHoi 0co6H, 110 BiANOBiAaIbHA 32 BUIYCK cepii:

Jaypa JAHT [Laura DANG]
YnoenosasceHa Ocoba

Hara: 12.02.2024  /Mignuc/

/Ha odiuiliHoMy 61aHKY BUpOGHHKaA/



CeprudikaT aHaizy /
Ceptudikar Cepii

sanofi

Ilepexaap,

CAHO®I BIHTPOIT IHJACTPIA
30-36, aBento [ocras Eitpens,
37100 Typs, panuis

Bupo6uuua ginsauua: TYP3

ApTHKYJL: 574398 | l
Onuc: AJUIETPA® 180 MT, Ta6neTkH, BKpUTI 060J10HK010, Ne10 /18 YKpaiHH
Homep cepii: JT2270 Jata BUpoGHULTEA: 24 qmeronaja 2023
OrasfoBa napTis: 000007401754 TepMiH IpUAaTHOCTI: | opTenn 2026
Tumn: TabJeTKH, BKPUTI 060/10HK010 | TlakyBaHHA: 1 6aicTep no 10 TabsaeTox
YMoBH 36epiraHHs. 36epirauns npu <25°C
Kpaina-imnoprep: YxpaiHa
PerysisTopHHKE dail: QUA-TU-2013-23976
Bepcis CepTudikarty aHanisy: | 1
HajiMeHyBaHHA OKa3HUKIE Cnepndikaunii Pe3y/sibTaTH BUDPOGYBaHb
Onuc Tab6JieTKH NepcHKOBOro Kobopy B Gopmi Bignosifae
Onuc KarcyJiu, BKpUTi 060J10HKO10, C
rpasipyBaHHaM «018» Ha oAHi# cTOpOHI iy
BUIJIsL] TPOTHCHOI JIiTEPH «e» Ha HILiH
CTOpOHI, po3MipoM MpUBIH3HO
7,6x17,3 MM
IpenTudikauis
dekcodenaauny rigpoxnopus (BEPX) BianosigHicTh wacy yTpUMyBaHHs Ha Bignosigae
XpoMaTorpaMax BUIpo6yBaHOTro Ta
CTaHAapTHOIO PO3YUHY
dexcodenaguny rifpoxnopug (1) Y ciexTp 3pa3ka Ma€ MaKCHMYMH
MOrMHAHHS MPH THX CaMUX JOBXHHAX Bigmosigae
XBWJIb, IO i CIIEKTp CTaHAApPTY
Turany JIOKCHA Bignogigae Bignosigae
Oxcup 3ajiza Bignosigae Bignosigae
TecTH
OnHOPIAHICTb L03YBaHHA Bignosigae sBumoram USP/€sp. ®apm. Bignogigae
BmMicT Bogu He 6inbwe 6,5 % 3,6 %
Po3yuHeHHA
S1: Minimym uepes 45 xB 285 % 95 %
IIpoAYKTH po3nany
MDL 102.038 <0.6% 0,1
MDL 46.016 <03% He BUsIBASETHCSA
CyMa iHIIKX NPOAYKTIB po3naiy <02% He BUABAAETHCS KiNbKICHO
CymMa Bcix NpoAyKTiB posnagy <1.0% 0,1

KinbkicHe BU3HaYeHHA

dexcopeHaAMHY TiAPOXIOPU],

171,0 - 189,0 Mr/TabaeTKy

| 180,3 Mr/TabneTKy

KonTpoJib sikocTi BUMipHOBaHb «Mikpo6iosorigHa YUCTOTa» MPOBOAUTHCS oHakimenue 1 pa3y pik.
LuM migTBepKyEMo Bci cTaiii BUpOGHHUTBA naHoi cepii roToBoOro MpoAyTy Gysu nposefeHi y BigmosigHoOCTI 40
suMor GMP €C, Ta BianoBifae mnoJoKeHHAM J0 BiANOBiAHOTO PeecTpauiiinoro mocBifueHHA KpaiHH / KpaiH

MpyM3HAYeHHA.

PiwreHHs {040 BUMYCKY cepil:
Jata sunycky (UTC +1):
VrosHOBaXKeHa 0co6a, o mianucana:

JA03BOJIEHO
12 moTtoro 2024

14:25:05.00

JIAYPA JIAHT [LAURA DANG]

CeprudikaT axocTi 3aTBep/PKeHHH B @IEKTPOHHOMY BUTJISAAL
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