Mciei,

Praduct ¢ Hponyser,

e
" Balch number # Hosep cepi,

Specification / Creunidirauia.
Batch Quunlilyll{inbniu-rbyctpii

Date of batch realeas=*f
Rava anryexy cepif®:

Streagilactivity 7 Crug AT RRTIANCTL:

QUALITY CERTIFICATE! CEPTHOIKAT AKOCTI

NICORETTE®D FRUIT-MINT / HIKOPETTE® ® PYKTORO-M *ATHEH
EwocodefCopaxoa: 2994701

b il of solution eontains: nicotine 13.6 ng /7 | e posnamy wj

CCoI3
Manufactured datef 19 11
FRM-D002360-1 Hura unpobuntrran; day! LR TR S
JEIrs
Consurmer units/ Country of manufaentre / Kpaitia anpoiiiik;
14940 Croxmouing s
4 12 2024 Expicy date/ o 2026
gl el yeard penyiy upnnaruacy month yeadf
aeu Micaus piv Miesgh pix

EFRM-0005836 rev.)

2024
yeurpis

Sweden/t[Iseyia

CTHTH? IIKOTUSY 13,6 Mit

Phannacemticel form / Nikapcuka dopan: Oromucosal spray, dosed, 1 mg/dosef Crpeli ang povosot AGpCHRNLg, nolosansil, 137 gosa

i ¥50 doses of spray in the PET-bottle with the capacity af 15 ml, PET-bottle with the mechanical sprayer and o safiety valve1s placed in 2
Fackage size and plastic polypropylene case, | plastic case in A plastiz confour conlainer with a cardboard basefiio | 50 Re3 enpeto ¥ MET-gnakoui cviticrio

type / Poxvip 1a ¥3 M, MET- dnaroie 3 mexanivmen PONULOIQDA'EM § IRXICHNAT KABNRHOMN noMityIOTY ¥ nnacTisaani fyTanp i3 noninpontneiy, no)
TIER N3KYBIRHA: naacTurasoMy dytanpi y FUKICYREODONMY KOHTYRROMY KonTeiittepi i1 KapTouunIo cenosolo

Marketing Authorizalon msmbers Homep necerpauiiinoro nocninnenig: UA/18446/01/0]

Manufacturer license number. Houtep niueisif 1a supoBrimuTso: SE-H-MIA-24.034850

Name and address of manufaciurer/ McNzil AB, Norrbroplaisen 2, Helsingborg, 25442, Sweden /

Haswa Ta apeca Bupontka; MarHin AB, HoppSponnatcer 2, Xenucinrbopr, 25442, illsewuia

N . : " RESULTS?

! TESTS/ TECTH MENTS 7 BUMOIH

| _mES 5 0l CT N REQUIRE; IE-I\ BUMOrH PEIVILTATH
1. Description / Salution frerm clear to shightly opalescent, lrom coloriess 1o yellow color! Poruny pig fpoleporo Complys
1Qnne A0 cnnlko oitanecuenTHorO, Bipt Ge3Bapenoro o wostore Koneopy Binhosizac
.‘f!dcnt}ﬁcaﬁor}l iueuTu—tpiunula T

Nicolinar e = o

Ziselner Hirorii Lambda max, conesponds to the Standards JanGan sake, sinrasigae CTAHIAPTY F‘omp .lyi
R e o R Binnovinac
INicotine’ Hix N

o il Relention time corresponds o the Standard: Yac YTpiMyBaitis sintionigac crdngapry .Ccmp'lyf
— o aE N N, o e Bianosigac
13- Assay) Kinericie swsnavenng

T —_ B _—
:Nicoliner Hixornn 12,9-14.3 m/mbissptaen 134 mg/mlf sefary
!EIhanoL‘Ermw:t 87112 mg/mbatiineg 97 mpmlf s fan

4, Related to alcaline substances f Cyuponinui mosmiuy nixoriuy

Cotin ine’ Kotunin |20,3% irom the labelled amounl / £0,3% in 1en0RCHOT KiNbRoCT] <0,1%
FNicotine-cis-N-oxide 7 Hivorme | tT N
itiee N-genn 1£0.5% from the labelled amouns /7 50,59 814 398BALHOT RinsxucTi <0,1%
o Y O ! - e
INicotine trans-N-oxide Hikotuy . . . i © T
b -N-oreenn ~ %1.5% from the labeliod amount / £1,5% nix Jarenenot KINbKACT] <0,1%4
‘ <0 7% 5 o qp e T " :
iNormicorine / Hopixormy ]_UJA front the labelled amount / 50,7% vin saa0nenct Kinoroert «0.4%
fomeee L B = e
tMyosnine/ Miccuin ]50.3% fram the labelled amount / 50,3% gi sanancitof xinhrocri <0, 1%
{1-emuihyl-3 nicowinoyl- purratiding 17 ) E
MeTi-3 -lriuormminnipponinml isD.J% from the fabelled amount / 50,3% uig 1anunenoy KinLkoeT <0,1%
. T —— d A — i P —
tAny Unspecificd/Byas-ara i i .
<0.3% s ) 1K
ecmeuit) ixooana V‘J-_O.- % from the tabelled amount / £0,2% ain Jansnenol Kinnxacm <0, 1%,
-Bum/ Cyma y T
. g ?53.5% from the kabelied omount £ £3,5% aig TRRACHOT KINLKOTTT <D, 1%
P o wr
5. Uniformity of dosage units/  [First: AV1S.0
Onmnapinnlers nuaonaux Seeond: AVE15.0, and no individual conten tess than 0.75M or not more thap L.25M . X
Lo, Tlepanii: AV<L 5,0 Comp-l)'
Apyraii: AVE15.0, va womnora inustvigyansiors usticty pee menae 0,75M abo ne Bimswie 1,25M Branowinac

& aue A0ty By ot 04F A




Mciei,

QUALITY CERTIFICATE! CEPTHOINAT HKOCTI

Produet # Hpoaysr: NICORETTE® FRUIT-MINT / HIKOPETTES @p YKTOBO-M'ATHHI

Eurocode 7 Ebporon;

Butch number * Hosup cepri. CCot3 . ) .
Marketing Authorizaton numbers Hostep peccrpaisinoro

Spectficaton - Cnzgjnxais FRM-0002369-1 nocaigyemm;
Hatch Quennty Kinswiery, ¥ eep: 14940 Country of manufacture / Kpaina apofmik:
Manu factured date/ 19 11 2024 *Date ol batch 4 12 2024

B s i T i
Hata supoidmrea: day' menl  yeas o — day noallf  yraep
acis “MICSHUL (113 3 AcHb ANCSHL
*Hara uninyeky ceprr:

EFRM-0005836 roy {

2994701

USASTB446:01:01

Sweden Wsewna

6. pit 8,595

7. Mlcrobiatoglea! puritys
MikpoBiosoriana vierora TAMC $10°CT U

TYMCZ RN

TAMC < 10'CFU'g
TYMC210°CFU g
Biaeyriicrs Staphylococcus aureus {(alr}

9.0
According o Eur. Pharm 5.1 4**, Cremucosal applicnlion.
Absence of Staphylotoceus aureus {1n | g)
Absence of Pseudoniongs acruginosy (i 1 gl Comply
Buanopino oo Eep, Qapnr 5.1 4% Oposiyromre SHETUCYBANIA, Bianoainac

Buacytiiers Pseudomonas dcrugingsa (a1l r}

Comments/ Komenrapi:
*“Dale of batch release” is u datc when specific batch was certified in fult compliance with the GMP requirements and cllecironicaliy sf
Qualitied Person al validaed camputerized system of production st /Bara sunyery cepn - maza konn Az cepin Gyna ceprudnkosnira

** cureent publication/ gimoe BiAaHHA

=4**Date of signature” shows aciunl date when paper copy of certiiicate was printed and manually sgned by Qualified Persan i accordance w

Bins pyunoro uignney - pata, Konn nanepoua sepein vepTuduary Gynz POINPYKOBING TR BIAMKCANT YROUROBAKeHH0 0C0Bo ¥ BUALIQBIANOCYT AV S1ator

Hanewngl MNpagyien Hoxymchrynanus,
Certification statements f 3agng npo cepTidileaui:

1 hereby centify that the above infirmation on English language is selfentic and accurtie, This bateh of product has been manufactered, including

packaging/labelling ang quality eonirel ar the above mentjoned site(s) i fult complinnce with the GMP requircinents of the lacal Regulatory Authority and wih
the speerficanons in the Marketng Authorization of the imparting couniry, The halch processing, packaging and analysis records were reviewed and found o be

in eompliance with GMP.
Mom 7 1apsingyio, mo i

ia sie indropManis snrmiicuiolo mosok € AOCTO{PHOIW t Touitio, Lo cepiio npoaywry Gyno anpobnenc (sxnoyaoun
Hakysais/nanskysanua) T nponeieio RONTROM, Ti AKOCTL HA BRI YN minsHd Y nosuiit sinnosimocti 3 snvorasy GMU, scTantoencrimm micneass

BEEYAATOPHI OPLUOM, 4 TAKDH, 41N0BIAHG ho cneunthizauiit meyesoro perynaTopuoro opyaty [ y sinnosianocri gi caeundixanicsn fio pecerpauiiinors

CmAoNT A Kpuinnisitoprepe. Npoior o BIPOBNINTES, NSKYBUR T AL IE NCPRFAAIYTO T NCTAHOBNCHD Sinmosinicrs

4 12 24
day’neus  month:sicryg yearpig

es Rysel

e GMP,

Handwsitten signature
Oinnue

Date ol signature*>+;
Lwia vigmircanng* e

Quelified terseMerfin:
In's ¥noeioeamenst Ocodn

22




JEPXABHA CJIVIKBA 3 JIKAPCHKIX 3ACOBIB TA KOHTPOJIO 3A
HAPKOTHKAMM V KHIBCHKIIA OEJIACTI

npos. Ceitmaurol Hagil, 3, m.JKute, 02099, Ten/dake: (044) 576-40-41
E-mail: dis.ko@dls.gov.ua, Kon EAPIIOY 37078774

BHCHOBOK
Upo SIKICTH BBe3eHOro B YKpainy Jikapcbkoro 3acofy

17.10.2025 Ne 51052/25/10

HIKOPETTE® OPYKTOBO-M'STHWIA

(rafimertynamin nikapeskoro sacoSy srifEo 3 PeecTpaLifHUM HOCBIBYEHHsNM)

CHIpel st POTOBOT IOPOIKHMHH, N030BANMIE, 1 mr/mosa; o 150 mos enpero y ITET- drarcowi
emuicTio 15 v ITET- draxon 3 Mexaniamum POSHMIIOR2YEM | 3aXHCHUM KIIaBaHOM
MOMILIYIOTE ¥ IIACTHKOBHIL Dy TisIp i3 noxinponineny. Ho 1 mnactaxosomy by rnapy y
AIACTHROBOMY KGHTYPHOMY KOHTeMHEp] i3 KapTONHOIO 0CHOBOIO

(thopma Bymyeky, RO3yRan:A, BUL NakyB2HHS JiKAPCEKOFO 3acofy)
Hoarep peectpauititioro mocsinsenns UA/18446/01/01 expox xif peectpaniiinoro noceimrenns 02.12.2025
Cepis nixapesroro sacoby Ne CC013 Kinbxicts BBe3eHOro Aikapesxoro 3aco6y 14940

BupoGaux MaxHin AB, llsemnis

(HaRMEeHYBaUNA BUDOGHHKE KAPCEKOrD 3acoby, kpaiua voxomxeHss)

Bpesero B Yxpainy Tosapuerso 3 o6mexenoro Bimuosinamsuicrio " Maxoncon i Moxoneon
Yxpaiga", inenr. xox: 35893512

(HalimenyBanss Ta kon 3a €APTIQY Topranusol ocoby aGo npissuine, iM'e, no BaTekos] (hiziaror
0coBx - nianpyemus, I Micue Mpowxupanms Ta peecTpatniikuit HoMep 0GNiKOBOT KAPTKH IUIATHHKA
noaarxis a6o cepis Ta HOMEp nacmopra)

IMpoTokoen eisyanpuoro xonTpomo six 17.10.2025 N 3238/1.

3a pesymbraTaMu HepxRaBHOro KOHTPOIG  BCTAHOBJIEHO, MO JIKApchbKHil 3aci6  BBeseno B Yxpainy 3
AOTPHMAHHAM BUMOr 3aKOHOABCTER MO0 3a6e3 e CHES AKOGCTI JiKapCHKHX 3200018,

Omera EPBOMEHKO

{ninome) (fuiniams ta npiseuwe)
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