s, A

JTEPKABHA CIYXKPBA 3 JIKAPCBKUX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTUKAMM Y KHIBCBHKIU OBJIACTI

npoB. CeiTimuHoi Hanii, 3, M. Kuis, 02099, ten/dakc: (044) 363-06-50
E-mail: dls.ko@dls.gov.ua, Kog €APTIOY 37078774

BUCHOBOK
Npo SIKICTh BBE3€HOr0 B YKPaiHy JIiKapchbKoro 3acody

08.01.2024 Ne 67417/24/10

HIKOPETTE® 3UMOBA M'SITA

(HalMeHYBaHHA TiKapCHKOTO 3aco6y 3TiIHO 3 peecTpaliiHAM TIOCBITYEHHAM)
ryMKa )yBaJIbHA JIKyBaJbHA 00 4 MT; M0 15 ryMok sKyBasibHEX y GJicTepi; mo 2 OJricTepu B
KapTOHHIA ynaxkosii

(opma BrITyCKY, TO3yBaHHA, BHA IAKYBAHHA JIKAPCHKOTO 3aC00Y)

Howmep peecrpauifinoro noceiggerns UA/10734/01/02 ctpox xii peectpauititoro moceimuernrs 01.01.2099

Cepis nikapeskoro 3aco6y Ne BV609 KinekicTe BBe3€HOT0 MiKapehkoro 3acoby 13632

Bupo6Huk MaxkHin AB, IlIsenia

(HaliMeHYBaHHS BUPOOHHKA JKapCHKOro 3acofy, KpaiHa IoX0IKeHEs)

Beesero B Vkpainy ToBapucrBo 3 06mexenoro BignosinanasuicTio ""/roHcoH i [iKoHCOH
Ykpaina", igenr. xon: 35893512

(maiimeHyBaHHs Ta KoX 3a €JIPTIOY ropuananoi 0cobu abo TIpi3BHINE, iM'A, N0 6aTeKOBi (hizHanOT
0cobH - mAnpreMus, 1i Miclle IPOXHUBAHHA TA PEECTPALiMHIHA HOMED 067iKOBO] KapTKH IUIaTHHUKA
TIOAATKIB abo cepid Ta HOMEp IacopTa)

ITpoToxon BisyansHoro konrposro Bix 05.01.2024 Ne 4294/1.

Ja pesyisTaTaMH JIEPKABHOrO KOHTPOMIO BCTAHOBJICHO, IO JiKapcekuii  3aci6 BBeseHO B YkpaiHy 3

AOTPHMAHHSAM BHMOT 3aKOHOABCTBA MO0 3a0e3MeueH s SKOCTi NMKapCBKHUX 3acO0iB.

Bitaniit BOHJIAPEHKO

3acTynpiK

i e e B A ke R
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B QUALITY CERTIFICATE/ CEPTHOIKAT HKOCTH TV-TMP-00927 rev 5

s ICORETTE® WINTER MINT/ HIKOPETTE® 3UMOBA M'ATA
a Gebuson ofodison comnan
g pany

6889504

o . Batch nimber” Homep cepii: BY409
Specification / Caeipdigaion: FRM-{H02515-1
Phirmaceutical form & Chewing gum therapeatic 4 g -
Couniry of manufacture / Kpaina supobunk:  Sweden / Hlsciis Jhrapeska ropma Cyatica syBansHis aikysansia 1o 4 ay

Manufacturing date’ Jara
appoDii I ga;

Date of baich realeaseiJlata
BHHYCKY cepi™.

Strengthfactivity -
Cina R BKTHBHICTE:

Expiry Date / Tepaig tipiaaniocts:

Package size and typerPowap ra
THIT TEKYBAHHA;

Marketing Authorizaton number’

4 t0 2023 fomep peccTpadiiinoro UIA/1G734:01:02
day ok MoRE M N Yt (ke lIUCBfﬂ‘lEHHEf

10 11 2023 Manudacturer license pumber ) —
dayaenn mesthomame wwps FlOMED JlenT i supobiny rso: 3.9.1-2020-022962

I chewing gum therapeutic conlains nicoting-polymer complex - 22,0 mg, corresponding nicoline 4 mg -

[ ryna sMyBaftLRA HIKYBARENA MICTITS INKOTHH-HGMMEPHE xomaacke « 22,0 Mr, mo Blanosiage Hikotisy 4wy
9 2026  Batch Quantity’Kuskicrs y 13644 Consumer units’ CHOKHBUHX QXML

by M AL yearpik COPLL:

I5 chewing gums in blister; 2 bhsters in carton pack/15 rysok wysansnux y 8nicrept; 1o 2 6aicrepi 8 xaprounii
YHAKOBLI

TESTS/TECTH REQUIREMENTS / BUMOITH RESULTS/PEIYABTATH
Description / A square, slightly yellow pieces with a size of about 15xi5z6 mm
Onuc Kaanpsral NOAYWIEHKIE 3 ROKPHTTAM CRIBIO-XKORTOTO KOALOPY, Pass/Binnoainae
po3msipon apubmono 15x15x6 MM |
Nicotine identity - HPLC / Retention time matches standarnds |
tnenTudixania nikornny BEPX Hac yrpumysadns 8ianoBHIAE CrataapTy Pass/Branosigac
MNicotine tdentity - HPLC UV diode {Lambda max matches standard
aray Hanbna make. BiANORIAGE CTANAADTY
tnenTndikauis nikoTnuy BEPX/Vd Pass/Biznosinac

RIDARE MATPUUS

Quinoctine yellow E 104 identity
TLC: lnewrnthikasin xigoniny
aontore E 104 - TUIX

RF value matches standard/ 3navensn RY sianosiac craugapry

Pass/Bigaosiaac

Assay Nicotine Amount /

4.0 - 4.4 mg/ar

KinsKicHe aM3SA4CHAT HIKOTHIZY 4.3 mg/mr
Unitormity of dasage Units M (Case[Aceording 10 Eur. Ph. 2.9.40¢
2YOauopianicTe NOI0BaHIX Bumorigteo go Cep.Dapar. 2.9.40 Pass/Bianosigac

omsmigs M (Bunanox 2)

tmpuritics®® ¢ Jlomuukg**

Myosmine / Miomin

<0.3 % of the labeled amount/nin sasancHol KiALKOCTI Not tested /Tect He nposonnscs

Cotnine { Korunin

< 0.2 % of the labeled amount/sia sassacHo! KifsKoCT] Not tested /Tect we nposogusen

Nicotine ¢is-N-oxude 7 Hikorau cis-
N-OKCHA

< (1.5 % of the labeled amount/BHL 3aM80EHOT X1ABKOCT
Not tested /Tect we nposoanbes

Nicotine trans-N-oxide ¢ Hikotan
trans-IN-ocH

< 1.0%, of the labeled amount/sia 18387101 KLIBKOCT]
Not tested fTecT se nposcanscs

Notnicotinie 7 Hopaikorin

= 0.2 % of the labelcd mmount/sia 1aasnenol KIRLKOCT Not tested /Tect se nporoauRCa

8 - nicolyrine / § - wikorpuy

Any Unspecified Impurity
Kowuol e verrificosano
HOMILIKH

% 0.2 % of the labeled amount/ein 1ar8REHOT KUIBKOCT! Not tested /TecT ne apososseca

< .1 % of the lobeled amount/sin 128 80eHOT KIALKOCT

Not tested 7TeeT HE NPOROAIBCH

Suim Impurity * Cyma gomitiok

< 3.0 % of the labeled amount/sia 3a8BRLHOT KiABKOCT N AT
of tested 7Tect He NPOBORHECS

Microbioiogical purity®**
MixpoDionoridin yuicrogaktt

According to Ph.Eur 5. F.4. Non aqueous preparation for oral use /Y
siraesiincen 3 €ap.bapy 5.1.4. Henoani npenapars anx
MEPORAELHONMD JACTOCYRAH NS

Noi tested /TecT He UpoBOAHRCK

¥

/72y
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F QUALITY CERTIFICATE! CEPTH®IKAT SIKOCTI TV-TMP-00927 rev 5

Product & fﬁip%mmgo&mm COMPABORETTE® WINTER MINT/ HIKOPETTE® 3UMOBA M'ATA
Eurocode. Capoxos; 6889504 _
e . Batch number: Howmep cepit’ BVoUY
Specification : Cuenndrkaiy: FRM-00025135-1
. . _ : Plannaceutical form ¢ Chewing pum therapeutic 4 mg ¢
Country of manufacture < Kpaiga sipoduuk: Sweden 7 1lscta - s . 3 :_;1 ; g :
: Jlixapunka popma ["yaMka syRansHi JHKYRIALIA 110 4
Manufacturing date? flara 4 (0 ogpy  Fackage sizc and 15 chewing gums In blister: 2 blisters in carton
BHPOBIINTRA: i e wacpn  LYPEPOINID Ta THi pack/ 1S ryswoi mysanviinx y Surereps; no 2
Datc of batch realcase*lara 10 I 2023 HAKYRBHH: BawTenit 8 KapToHHil yilakosul
. g sk4) q0un MINTh MK KL year pia
RUITYCKY Cepiih;
o 8 _ oy 9 21036 Manuﬁic_{urur seense pumber 3.9.1-2020-022962
ExninyDated Reppinopsmamuecyy; mannh s, yvar i Hoatep muenil sa siepoluuirso:
Markebng Authorzaton number: RBalcl c s C
. : . . . % : <! - X Qf
Homep peecTpantiinor o UA10734:01:02 Quantity'Kumnkiers, y 13644 ONSUINEE UNHS LOOANBINN AAHIE
MOCBLAHNCHHA! cepii:

Comments / KoMenrapi:

**Date of batch release” 18 a date when specific batch was certified in fult comphance with the GMP requirements and ellectronically signed for approval by
Qualified Person at validated computerized systern of production site /flata sunycky cepit » fiaTa Koam aana cepin Gyna cepTidikoratia B NOBHIN Bi/IIORUIHOCT)
10 ausor 1B 7a sarsepaxena Ynosnosaxenow Ocolo wnaxom CRCKTPOHHOND NUIMICY B BAHINOBLHIN KOMIIOTCPHIN CHCTEMI BHPOBHINOT AlbuMIL

*One bateh out of ten s tested for nicotine-related substances at release./Tpy aunycKy CrOPIAHER] PEYOBIRI HIKOTHHY TECTYIOTH 8 OLHIT cepil 3 RECHTH

***COme batch out of ten 15 tested for micrebiological quality at refease., / TIpst BHAYCKY MiKPOBIOAOTINMHA HRCTOTA KONTPOMIOETLEA B OANIT ¢opil 3 AecaTi,

et Date of signature” shows actual date when paper copy of centificate was printed and manually signed by Qualified Person in sccordance with GDocP

data Bina pyunion o mAanKCy - AaTa, Kol nancpoba sepcia cepTudixaty Syna posapyrosata Ta niAnHcana YNosHosa»en010 ocodoo y Bianosianocti no
sivect Hanexnol Hpaxrissy Hokyventysanns,

Name and address of manufacturer / Hasea  McNeil AB, Sweden, Norrbroplatsen 2, Helsingborg, 25109, Sweden
Ta aApecs BHPOOHEHKA, Maklin Ab, lleewin, Hoppbponinatcen 2, XeascinrBopr, 25109, (Hsenin

Certification statements ! 3ausa npo ceprudixanino:

{ hereby certify that the above wformation on English language is authentic and accurate. This batch of product has been manufactured, including
packaging/iabeiling and quality conirol at the above mentioned site(s} in fult compliance with the GMP requirements of the local Regulatory Authority and with

the specifications in the Marketing Authorization of the importing country. The batch processing, packaging and analysis records were reviewed and found to
be in comphance with GMP

Linat 5 saceuTsyro, WO naseaeHd sinse napopMalix aHrnHichKOI0 MOBOIO € HOCTOBIPHOIO | Tousowo. Lo cepro npoaykTy Syiio sipobnero  {(sxiouasous
NAKYed S MAPKYBIHAIS) T2 HPOBEACHO KONTROXL T AKOCTI Ha BietaInaneniit s y nopuit sigpsosinkocti 1 sustorass GMP, BCTAHOBICH HMH MICLEBHA
pel YAATOPHIM OPFaHOM, & TAKOX BIANOSIAHO A6 cher(HKaniil MICUEBOro PeI YR TOPHOrD OpFAKY | Y BLHIOBIAROCTL i crewndiXauico 10 peecTpaifiiioro
CBIAOUTR Kpaini-tvnopTepa. Flporoxkons aipoBisairen, nakyBaHia Ta aHanizia peperasuyso Ta BCTAHORICHO BIANOBIANICTL BuMoras GMP.

P 13 il 20123 N -
MW* day .dcHb :::)ct:lt: yedt pin b ! ﬁ W ﬁ - Wﬁ :6 W EL(\

Date of signature**** Jlara - Qualtfied Person Name’
R HE

el
M

Handwnitten signature
e

Ia'a Yoosuoeawesor Ocolu




