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AEPKABHA CJIYIKBA 3 JIIKAPCBKHUX 3ACOBIB TA KOHTPOUTIO 3A
HAPKOTUKAMMU Y KUIBCBKIN OBJIACTI

npoB. Ceitimmunoi Hanif, 3, m.Kuis, 02099, Tesl/hakc: (044) 363-06-50
E-mail: dls.ko@dls.gov.ua, Kox €/IPTIOY 37078774

BUCHOBOK
PO AKICTH BBE3EHOI0 B YKpaiHy JiKapchKOro 3acody

30.10.2023 Ne 52914/23/10

HIKOPETTE® 31 CMAKOM CBIJKUX ®PYKTIB

(HaMeHYBakHHs JIKAPCLKOTO 3ac08Y 3TiHO 3 pEECTpalIiHIM NOCBITYEHHAM)
FYMKa KyBaJIbHA JIKYBaJAbHA 110 4 MT; 10 15 ryMok ;KyBaJIbHUX y OmicTepi; mo 2 6aicrepu B
KAPTOHHIH ynakoBui
(bopma BHIYCKY, TO3VBAHKS, BHI MAKYBaHHsA JIKapChKOro 3acofy)

Homep peecrpauiiinoro nocsizuenns UA/8921/01/02 crpox uii peecrpaniiinoro nocsinuenns 01.01.2099
Cepis aikapcrkoro 3acoby Ne BU345 KumsxkicTs BBe3eHOrO sikapebkoro 3acoby 11712

Bupobuuk MaxHur AB, IIBewis

(HaliMeHyBaHHA BUPOOHUKA MIKapchKoro 3acody, KpaiHa moXopKeHHs )

Breseno B Yxpainy ToBapucTBO 3 00MeKeHOK BiAMOBiNAIBLHICTIO " JlakoHcoH i /I:xoncoH

Yxpaina', inenr. xox: 35893512

(HafiMeHnyBanus Ta ko 3a CJIPTIOVY ropuanuaroi ocodu abo [PI3BUIILE, IM'A, TO 6aThbKOBI (Gi3HYHOT
OCOOM - MIANPHEMIA, TI MICHE MPOKUBAHHSA Ta peecTpariiinii HoMep 06 KOBOT KAPTKH ILTATHHKA
MOJATKIB abo cepis Ta HOMEp MacmopTa)

[Iporokon Bisyaasnoro xourpoaio Bin 27.10.2023 Ne 3411/1.

3a  pesyipTaraMy  JISPHKaBHOI'O  KOHTPOJIO BCTAHOBIEHO, IO MKapChKMH 3acid BBe3eHO B Vkpainy 3

JAOTPHMAHHAM BuMOr 3aK0HOIABCTRA 110,10 320631189 HIIs SKOCTI JIIKapCchKUX 3aco0iB.
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Luarocode” Capukoent:

Specification  { nemehinggs:

Comntry of manwdaciure © Kpaisa supoduis: Swoden

Manufactaring date’ Jlara
HHDUOHIITTRA

[Jate of bateh realease™ Hura
BUTVCRY COpiTh:

Strenglhyactivity
o B AR THRHICTS

Expiry Date © Tepaist tpnaasnoctl

Package saze and tvpePoinp i
TN TIAKYBAHHA

QUALITY CERTIFICATE CEPTHRIRAT HKOC 1

EVTMPAOIN3S rev 6

NICORETTER FRESH FRUIT RIKOPETTES 31 CMAKOM CBIKHN OPYKTIR

8231433013

g . - Haich number - Hoven cents
ERM 00G727 7% | G

ibipea Phasmcculical fomm -
Akapeera dopaa
X £ 20323 Madketing Authorizaton nuntber
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Chewing guin thoeapeutic 4 g

Fysa svBaIbHE (BRYBLIBRG (0 4 g

UAEO2L 6102

56 1202802724962

P chewing gum therapeutic contuins nicotine-polymer complex - 22.0 pig. conesponding nicotine 4 my -

EyMKa #YBA LU AIKYBAILHL MICTHTL HEROTIH B0 L MEPHITT KosgLieke - 220 yr. 1m0 BUIRosi e HIKOTHHY 4 M7
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YIAKOHBI

Conswmer Unis) Cnominais o et

TESTS/TECTH

REQUIREMENTS / BHMOTIH

RESULTS/ PEIY IbTATH

Pesenplion
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A square, shghtly yellow pivees with a size of abowt {5x15x6 mm »
KBQAPGTHE HOYIBCHR CBEEAG-WORTOTO KOUnopy. potaipom
npndanse 1Sx153x6 an

Puass/Biurinoriqae

Nicotine identity - HPLC
Leatidikang iisoTany BEPX

Retention tiune matches standard
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o

Favs Bimosi e

amay
Lledtidiass aikonsiny BEPX VO
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Lambda max matches standird
HAMO, 10 MAKC. BUTIOBURIE CYUH Py

Cnoline yellow F 104 adentity
TLC Besrndegamia xinoany
aosTore £ 104 - THEX

Pass Bugipeiae

RI value matches standard: 3soycunm RE sianosioue cuanzapry

Pass ' Bianosiae

Assay Nicotine Amount
KUIbKICHS RHIHIMEHHA HIKOTHHY

4.0 - 4.4 mgwar
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QUALITY CERTIFICATE CEPTH®IKAT HKOC T TV IMP-O0935 jev b
Product - {Ipoayr: NMUORETTER FRESH FRUIT F HIKOPETTE Y 31 CMAROM CBIKHN ©PY WTIB
Lurerode’ Capoko.y K3933433
e ) N Baich number ~ Hosep copst; BLAIS
Specification ” Cocnsdisatng FRM-O00227R-1
Country ol manufacture © Kpaiss supodnus: Sweden * seiia Phannaceutical form Chewing guin (herapeutic 4 my
Hikaponia dopaa Pyvini myBuis L HRYBAILMHA 110 5 A
Muanufactunege date’ Java N é 3073 Package size and I3 chewing goms n bhister: 2 bhisters in canon
REPOGHIH TRA- B ma A - e Ponup 1a o pack 15 ryamn mysathiiy y Sacieph no 2
CIKY8AHHR . SOHC R B Kap TOHHTT YHAKORIH
Dste of hateh realease® fara A g 123
HUHVOKY Ccopti ™ i 3o, Byl ath s o s
Expiry Bate ” Tepany api winocs: S I Manulactuer Heense numbe 5612020022962
waar il icwi vt g Hloamep (e di 48 s 1posHBIL s
Marketing Authortzaton number: Batch ¢ Units! €
- - T ; = AR = eHEsLNCr LS L IOEHBYHY OUHHE LD
Haniep peccipatianoin UA/RY2T 002 (uantuty ' Kisekicin v 11748 ) !
FOCBLTSCHE S Copil;

Comments / Kevenvapi:

“"Date of batch releasie” is a date when speeific batch was cortified 1 Full compliutice with the GMP reguirciments and cllectronically signed tor approval by
Qualified Person at validated computerized system of production site ara RIFYCRY COPIl - 018 KOAY JJaska cepig Ovia cop rndikoBaiis B [ToBHIA
BLIAOBLHOCT 10 ervor HBH i siisep. sons Yuesnowmkenons Ueolum nianson ok EPOHHOTO SHAICY B 8aA1308a11H ROMII0TepHT cleTeMl BpodHING
SUESHII,

TrOnC batch out of ten is tested for nicotine-related substances at release i mustvesy CHOPLIHEHT PEMOBIRH HIKOTHEY FRCIYRIDL B Gaabl cepli 3 woat,

FEEORe Baich out of ten i tested for miicrobiniogical quality at yelease. * Hpu BREFCRY AURPOGIOLIO: 14Ha MHCTO 1 KOHTPO.HOCI S B 03Il cenil 3 oosTin

El
FE"Date of signature” shows actual date when paper copy of centificate was printed and manually sigaed by Qualiticd Porson in accordance with GDocP
Jlata B PYMROUO HIHICY - MaT. KOMH NaHeDoBa Bepeia ceprudinaly oy POBAPYRFOBAEL TR B HCR RS Y HOBHOBKCHOH 9C00u ¥ BIIOBLIHOCTE 10
sinor Haneawnol lpas s JoryycHiveanns,

Name and address of manufacturer - Hazea  MeNail AB. Sweden, Nowbroplatsen 2. Hoelbongbore, 25109, Sweden
[ alpeLa BHPOOHEKS ! MarxHi Ab. Hiscs, Hoppéponiireen 2, XemcinrSopr. 25109, IHsenia

Certification statements / 3aana upo ceprudivaniso:

[ hereby certily that the above nfonmation on English language is authensic and accurate, This bateh of prvkuct bas been manuactured. ncluding
packaging fabcling and quality control at the above mentioned siters) in full compliance with the GMP requirements of the koeal Reguiatory Authority and
with the specifications i the Marketing Authorization of the importing country. The bateh provessing, packagimg and analysis records were reviewed und
found o be in compliance with GMP.

LD 3 32CREAYI0. IO HIBSICHS BUIUC IRGODMAtis SHIITICLROIC MOBOIO € 100 roaipsoio | Tounsio. o copiio tinouysty 6vio BHPOLICHO { BRI
HURYBAHHS MAPRYRANUA] 13 NPORCILHD KOH IO L 1 SKOU T B3 BHILC S SHaSeHin Ly v gosuiil siuesimocti 3 sxorasts (VP sevanor oM
MICCBHS POLYAIOPHIN OPLAHOM, & TIRUK BULIOBIING 1O CHCUHGHKAIT MICHCBM© PO YBHOPDUEOI0 O AUY | ¢ BUHUBLIHOCTE 31 cietihinaicn o

POCCE PAEBIHOIe CREUGIBA KPATHI-Dhiioprepa. TIOTokoiin sapodinuirea, MaKyBasia ra ana isHe HEPOIRRY PO (3 8CTAHOR ICHO BUINOBLUIHICHE BUnorant GNP
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