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JAEPXKIIIKCITYXKBA VKPATHA
AEPKABHA CIYKFA 3 JIIKAPCHBKHX 3ACOEBIB TA KOHTPO.IIO 3A
HAPKOTHKAMMH Y KHIBCLKIM OBJIACTI
npocnext Barepis Jlo6anoseskoro, 51, M. Kuis, 031 10, Tea/takc: (044) 2753030
E-mail: dls.ko@dls.gov.ua, Kog €PTIOV 37078774

BHCHOBOK
Ipo AKIiCTH BBE3eHOro B YKpainy JiKkapeskoro 3acoby

05.08.2020 Ne 37540/20/10

HIKOPETTE® 3HMOBA M'SITA
(maitMeryBanus nikapcskoro 3aco0y 3rinmoe 3 peectpaniinum NOCBLTYCHHIM)
TYMKA JKyBaNbHa JiKyBaJLHa 10 2 Mr, 0o 15 rymox KYBANbHUX y OuticTepi; o 2 Gmicrepn B
KapToHAid ynakosmi
(Popma srmycky, no3yBanms, Bum TAKyBauHs NIKAPCHKOTo 3a¢00y)

Howmep peectpaniitroro mocsimaerns UA/10734/01/01 CTpoK Mil peecTpaniiiroro noceigzenns 01,01.2009
Cepin nikapeskoro sacoby Ne AY 660 KinbkieTs BResenoro nikapcskoro saco6y 12000

Bupo6unk MaxHin AB, llIrenis

(mabiMenyBatmas BAPOGHIKA TKapeEKOro 3aco0y, KpaTHa NOXOMKEHEN)

Baeseno B Vxpainy Tosapuerno 3 o6mexenoro BinmosinamsHicTIO ""xkoncod i xoncon

Yxpaina", igenr. xon: 35893512
(natiMeryparms Ta xox 32 €APTIOY lopmmrTHOT ocobu abo mpissumre, iM'a, no Garskosi hizmgnoi

ocolu - nimpaevus, 1T Micne nposxHnarsg Ta peecTpaniiingii Homep oGnikoBoY KAPTKY MIATHIKA
noxarkis abo cepis Ta Homep nacnopTa)

HpoToxon Bisyanssoro kourpoio sin 30.07.2020 Ne 2398/5.

3a pesynETATAMH  NEpKABHOTO KOHTPOJIO BCTEZHOBNEHO, KIO ixircapcsmii 3a¢i6 BeeseHo B Vkpalny 3
AOTPHMAHHAM BrMOr 3aKOHONARCTBA IOAO 3a663METCHEA TKOCT MiKApCHRUX 3ac0BiB.
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afl mwﬂugro%m o1 Company _
W QUALITY CERTIFICATE! CEPTH® IKAT AKOQCTL

Product / Flpoaykt:

Eurocede/ Capoxoa:

Specilication / Creturixauis:

Country of manufacture / Kpaina supoGunk: Sweden / 1pewis

Manulacturing date/ [Tora
BupoGHHLIRA;

Date of batch realease®/Jlata
BHITYCRY ¢epif¥:
Strength/activity /

Cuna ait/akTapuicTs:

Expiry Date / Iara jariimenns
CTPOKY NPRAATHOCTI:

Package size and type/Posmip ta
THO TaKyBaRHA:

TVTMP-00930 rev.2

NICORETTE® WINTER MINT/ HIKOPETTEE 3HMOBA M'SITA

6889403 Packaging Batch/ Haxyranpua
cepia:
Bateh numbez/ Homep cepit:

Bateh Quantity/Kinskicrs. y cepii:

FRM-0002571-1

Pharmaceutical form /

15 3 2020 Jlikepeska diopya:
dayfaens  monicnn  yearfpic  Marketing Authorizaton number/
Hoxep pecerpailifinoro
[oeBizMeHE:
15 G 2020 Mannfacturer license number /
dmyfacin  meniivicss  veapic  HIOMEp Aluensii ka anpoGnmirao:

AY660

79896

£2006%30 fies

Chewi ng gum therapeutic 2 mg/

Tyaika syBanRHa HKyBansHa no 2 M

UA/IO734/01/01

6:2.1-2018-008053

i chewing gum therapeutic contains nicotine-pelymer complex - 11,0 1iig, corresponding nicotine 2 mg/
i TYMKR HKYBRABEA AIKYBanbia MiCTITE HikoTISH-RoaiMepanl kKoMmueke - 11,0 ar, o sianoninae HikoTiey 2 Mr

5 2023

nionthAicai  yearfpix

13 chewing gums n blister; 2 blisters in carton pack/ nio 15 rymox skysanesine y Gnierepi; no 2 Gaicrepn 1 xapToHHilt

YNAKoBIL

mm /£ Keagparii sopymenusu 3 nokpHrois 6inoro xoanopy,
pO3MipoA MpHEMN0 15x15X6 MM

TESTS/ TECTH REQUIREMENTS/ BHMOI' RESULTS /PE3YVJILTATII
Drescrigtion / A square, coated, white:coloured picces with a size of aboul 13x15x6 |Pass/Biznopinae
Crie

Nicotine identity — HPLC /
Ineurhdikaiis vikotuny BEPX

Retention time matches standard/
Yate yrpusysanis pignosiaae cranpapty

Pass/Biznosinae

Nicatine identity — HPLC/UV diode
array /

ImenTrdikauin mikoniny BEPX/YD
Alonva MaTpuus

Lambda max matches standard /
JismOaa maxc. sianoBiase craHaptTy

Pass/Binnosinae

'Assay Nicotine Amount /
KinbKicHe BN3HASHHA HIKOTHEY

2.0-2.2 mg/nr

2.1 mgfur

Uniformigy of dosage Units M
(Case 2Y/OpropianicTs 2030BaHHX
ommnnus M {(Binanok 2)

According o Eur. Ph. 2940/
Bianosimio no €sp.dapy. 2.9.40

Pass/Biancoizac

fmpurities®* / Jlomimgi**

Myosmine / Mioamin

< 0.4 % of the labeled amount/sia saspnacHor kinsxocTi

Mot tested /Teer He npozoanscH

Cotinine / Kotnnin

<0.2 % of the labeled amount/sin 3assnenol kinkxocTi

Not tested /Teer 1ie nposojmisea

Nicotine ¢is-N-oxide / Hikotnu cis-
N-oKeng

<0.5 % of the labeled amount/ain 3ansacuoi kinbkoct

Not tested /Teer ve npeBoaHBeH

Nicotine trans-N-oxide / Hikotiu
frans-N-oxcit -

< 1.0 %4T the labeled smount/sin 3aneaenol kisibxocTi

Not tested /Tecr we nporomBCs

Moraicoting / Hopuixorin

< 0.4 % of the labeled amount/sii 3a5isasHO} KifEROCTI

Mol tested /l'ect He nposoAUacT

B - nigotyrine / B - HikoTipiy

£0.3 % of the labeled amount/sin 3assrenol kinskoeoTi

Nol tested /Tect ne nponoansca

Any Unspecified Impurity /
Kosknol ve ineurudikonanol
JOMIHEN

= 0.1 % of the labelod amount/pix 3asnnenrol kinvkacri

Nol testet /Teer He IPOROAUKCH

Sum Tmpurity / Cyasa noMituek

<3.0 % of'the {abeled amouit/pin 3aBaCHOT KinkrOCTI

Not tested /Teet e nponoasncs

Microbiological purity*## /
Mikpodionoriuna uncrora®**

According to Ph.Eur 5..4. Non agqueous preparation for oral use/ Y
sianesianocti 3 Cap.Dapst 5.1.4. Hepeani npenaparii ang

NePOPAILHOIG 3JACTOCYBAHHA

Not fested /Tecr sie nposoauscs

ﬂ)zhwf//%‘ff oM

A% erju/
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A
QUALITY CERTIFICATL/ C FPT[III)II\AT AROCTE TV-TMP-00930 rev.2

aJohmson afohsuon company

Product/ ITpoayks: NICORETTE® WINTER MINT! HIKOPETTE® 3HMOBA M'STA

Eurocode/ Epporo: 6880403 Packnging Batch/ [Taxysanbna- AY66D
cepis:

Specification / Cnewrthixais: FRM-00025T1-1 Batch number/ Hosep cepii: 79896

Country of manufacture / Kpaina supoSunx:  Sweden / [lneuin Batch Quantity/Kinexicts yeepil:  12096x30 pes

Manufacturing date/ Jlara 15 5 2020 Package size and 15 chewing gums-in blister; 2 blisters.in carton

BIPOSNLTa: . daviaen monticaiz vz LyPe/Poavip TaTHm pack/ 0 13 rysoskysansri y Gnicrepi; no 2,
. 20 ; : STiCTepH ifi ynaxosui

Date of batch realease/ flara L5 6 JU{P PRy BRI GaricTepH B KapToRRil ynakosu

BHITYCRY Copil*: el oilcss ATHIDIE

Expiry Date / oo 3akinuens 5 2073 Manufaclurer license number / 6.2.1-2018-G08033

CTPOKY NPHARTHOCTL ’ menth/sdceus searipik Houep niuensii va supoGuiurso:

Pharmagceutical form / Chewing gum therapautic 2 mg /

Jikapeska dopma: TyMka sicyBanbha JiKyBansua no 2 Mo

Comments / KoxenTapi:

*'Date of batch releass” is a date when spegific batch was certified in full compliance with the GMP requirements and eltectronically signed for approval by
Qualified Person at validated computerized system of produclion site /[lara simycky cepii - AaTa Konil AaHa cepis Gyna cepTiicosana e nosnifl
sixnosignocri xo sor HBIT Ta sarsepuxena Ynosuobakenoio OcoBo0 mInAXOM eNeKTHONHOFD NAMICY B BAniZoBaHili koMo' loTeprilt cuctemi supoimiuei
HMENBHULL .

**One batch out of ten is tested for nicoting-related substances at release./[Ipi BINyCKY Cropiiuei PRIORIIT HIKOTHHY TECTYIOTh B 0JtHil cepif 3 aecaTH,
*#*One batch out of ten is tested for micrabiofogical quality at release. / [Tpin srnycky MikpoGionorivua ©IeTOTA TECTYETLCA B O/UIHE CEPIl 3 AccaTH.

#*++"Date of signature” shows actual date when paper copy of certificate was printed and manually signed by Qualified Person in accordance with GDocP
JJlaTa Siny pyuHOrD niANCY - AATA, KON lianeposa Bepeis ceprudirary Gy/a poLpyKkoBana Ta HAMHCA S YTIOBHOBRKEROK 0c00010 Y BifnioBiAHOCTI No
rusor Hanexatof TpakThre JJoKYMEHTYBAHHS.

Name and address-of manufacturer / Hassa  McNeii AB, Sweden, Norrbroplaisen 2, Helsingborg, 25109, Sweden /
a anpeca pHpOSHIKA: MaxHin AB, [lsenisa, HoppSponnarceu 2, XenseiurGopr, 25109, I seuis

Cerfification statemen(s / 3anna npo cepradranio:

I hereby cerlify that the above information is authentiv any accurate. This batch of product has been manufactired, including ﬁz’xckngin g/ tabelling and quality
control al the above mentioned site in full complisnce with the GMP réquirenments of the local regulatory Authority and with the specifications in the
Marketing Authorization of the importing couniry or product specification file for Investigational Medicinal products. The batch processing, packaging and,
analysis records were reviewed and found to be in compliance witl GMP.

Lluw 5 3acBiAwyio, mio napesena suule indopyalin e Locrosiprolo 1a Tounow. Lo cepiid ipoaykuiT 6yno supoSaAcHO, BRIOHAIGHI IAKYBAHHA/ MAPKY BaHII
T4 FPOBEAEHD KOWIPO/b fi AKOCT: HA BHILEsasnasicill Alnsunul y nosuill sianonizeoceri 3 sustorawis GMP, seTasoBieiIME MICLIEBIN PEryAATOPHIN:
OPranoNM, A TAKOIK BLANGRHIANHO jto crietsdiianiit, o MeTAThes ¥ peecipaniiinosy gocse kpainn-iunoprepa abo y nocke cneluikaiiii ua npefapat s
AOCHDRYBRIDIO JKAPCHK0T0 3acafy. [[poToKeilu BHPOBKNITRA, NAXYBAHHS Ta AHNi3ie GyNo neperimnyyo TA BCTANORISHO Bitnoriticrs GMP,

s \" [ A Q,a'l‘\‘s_, ol b RA-LAVIZ
Handwritten signature/ © Dite of signafure****/ Gualified Pesson/
Tlignne Jara nianicanus ¥

Yaosnosaxesna Ocofa




NEPXIIKCITY)XBA
AEPKABHA CJIYXKBA 3 JITKAPCHKHX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTHKAMM Y KHIBCBKIH OBJIACTI

npocnext Basepia JloGanoscekoro, 51, M. Kuis, 03110, Ten/akc: (044) 2753030
E-mail: dis.ko@dls.gov.ua, Kog €JIPIIOY 37078774

BHCHOBOK
Apo SIKiCTh BBE3EHOro B YKpainy nikapchKoro 3acody

20.09.2019 Ne 59550/19/10

HIKOPETTE® 3SUMOBA M'SITA

(HaltMeHyBRRHS NiKAPCEKaTO 38C00Y ITUIHO 3 PEECTPANIHITHM NOCBITRCHHAM)
TyMEiC JKYBRJILHA JHKYBAIbLAR 110 2 MT, 10 15 rymok syBsansumx y 6aicrepi; no 2 Gaicrepu B
KapToHHIH ynakosni

((opme mumrycKy, 103yBAHHES, BEA NAKYBAHHT niKapckkoro 3acoy)
Homep peecrpaitinoro nocaimaenns UA/10734/01/01 ctpox nii peectpanitisoro nocsizerss 01.01.2099
Cepis nixapcekoro sacoby Ne AS334 Kinsxicts resenoro ikapcekoro sacoby 12048

Bupofanx MaxHin AB, Hlgenis

(naitMeryBaHHR BHPOGHAKA NIKAPCLKONO 3ac0o6y, kpaina noxomxenns)

Baeaero B Vxpainy TomapacTso 3 06Mexenolo BignosizanemicTIo " Ixoncon i Ixoncon
Yxpaina", inenr. kox: 35893512

(naitvenynamns T4 xoa 38 EIPIIOY 1opwananoT 0006k 460 rpiaRAme, iM's, 10 GaTEX0BI Gisranol
0c0GH - nianpHeMLLY, i Micie TPONHBAHNN TA peecTpaLiMHwi Homep obIlkoBol KapTKH IARTHHKL
nonatxis abo cepix Ta HoMep nacnopta)

Hporoxon sizyansuoro konvpomo eig 13.09.2019 M 3410/2.

38 pesyNBTATAME  OEpKEBHOTO KOHTpOIIO  BCTAHOBASHO, mI0 Jikapewkmlf 3aci6 Bmesemo B  Vrpaiwy 3
AOTPHMAHHAM BAMOT 3aKOHOAABCTRA IO 326€3MCYEHHA SKOCT] AikapchkiX 3acofia.

5 % O.B. Koranenxo

. ¥ it .
(minnmc) (ininianm Ta npizane)

3§ Domarcon 1%2\) |
o Mmomcon W ;1
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TY-TMP-00930 fev.1 QUALITY CERTIFICATE/ CEPTHGIKAT AKQCTT

Product/ Ipoayxr: NICORETTEG WINTER MINT / HIKOPETTE® 31MOBA §'5TTA
Packaging Bawch / Tasywkansna cepin: AS334 Eurocode / €ppokon: 6889402
Bulk Batch / Houep cepii: 63410 Manufactured / Tata pupoBunursa: 19/022018
Specification / Creumdiraia: NS-593-8 Analysed 7 laca anamizy: 07/03/2019
Baeh Quantity/Kinsxicm, y cepit: 12132x30 pes Expiry Date / Tepmin npugataocti: 02/2022
Comntry of manufactare / Kpaina BHPOORHK: Sweden / Lneia

Date of baich realease®/[ata sunycky copii®: 20/0372019

Swength/activity /1 chewing gum therapeutic contains: nicatine-polymer complex - 11,0 mg, comesponding nicotine 2 mg /
Crna L rysixa mysanbia Tixynaniig MioTHTD: HikoTHH-noaiMeprnll xoaraeke - 11,0 wr, o sinnosines HiKOTIHEY 2 M7

T ARRTHEGTE!
Pharmacenticn! form / Chewing gum therapeutic 2 mg /
Jlikapeska gopua: Tynxa swyBansua TikysaeHa no 2 Mr
Package sizeund type/ 15 chewing gums in blister, 2 blisters in carion pack
Poamip Ta tan nexysauns; 13 rysox wynansHin y Snicrept, no 2 Guictepy B KAPTOHHIN yrIakasL
‘TESTS { TECTH REQUIREMENTS / BAMOTH RESULTS f PE3YIEBTATH
Description / A square, coated, white coloured pieces with a size of abolt Pass/Biunosizac
Qe 15x15x6 mm /
Kpaaparsi nogywenis 3 NoxpETTaM Sinoro KOHBOPY, pO3mipom
ApAiIHIHC [Sxi5x6 v
Nicotine identity - HPLC / Retention time matches siandard/ Pass/Bianosinae
{aerrudixauin sivoriuy BEPX Hac yrpusysaris BUIN0BLAGE CranzepTy
Nicotine fdentity ~ HPLC/IV Lambda max matehes standard / Pasy/Bianosinae
diode array / AnmBits Make, sinosixee cTammapTy
Lrenmuibixauis vikornuay
BEPX/Y® nioana matpugs
Assay Nicotine Amount / 2.0~ 2.2 mgiur 2.1 mg/mr

Kinhidene Rutmaqenss vty

Uniformity of dosage Units M According to Eur. Pir. 2.9.40/ Pass/Bianosinae

(Case 2)/Canopissict, sosorassx [Binnesiako no Eap.bapm. 2.9.48

QUiHIYD M (BHazok 2)

Impurities=* / Iomiummp ot

Myosmine / Mivamin < 0.4 % of the Jabeled amount/ain 3a9BA8H0Y KIABKOGTE INot tested /Tect He npesoauuc
Cotinine / Komnin 5 0.2 % of the labeled amount/ein sansnacuol Kitvxoen NGt tested /Tect 1e Npusoames
Nicotine cis-N-oxide / Hixorun cis-|€ 0.3 % of the labsled amountpia 3ass/CHOT kiakkooTi Not lested /TecT He NponoaHscn
N-OkCcHN,

Nicatine trans-N-oxide ! Hixoran |5 1,0 % of the labeled AMOUNYBIA 3a7878HOT KiABROETL

Not tested /Teer Be nposoanpcs
{rans-N-okein

MNornicotine / Hoprikotin <0.4 % of the labeled amonnt/sia 3a98a2HOT kinpkoCTI Nor iested fTect sie nponoanimer
B - nicotyrine / { - HikoTapin <0.3 % of the lubeled amount/six 3assneiol kincroeT Not tested /Teer He npoeoaHBCR
Any Unspecified impurity / < 0.1 % of the labeled amourt/ain 3r98aARHON KiTLKOCTI Not tested /TeeT He IPOBDIHBCR
Koxkuoi se insnrudixoranot

nomingei

Sum Impurity £ 3aransha cyse £3.0 % of the labeled amount/uin 3aseaciiol kizsroocn Not tested /TecT HE HPOROAHAC
ApMitoK

Microbiological purity***7 According to Fh,Bur 5.1.4. Non aqueous preparation for oral use / [Nt 125ted /TecT 110 NPORDIHAGH
MikpaBionorisws srcrorahes Y pinnesizsocr 3 Eap.bapm 5.1.4, Henopni HPRTEPATH A
TCPOPRABHOTO 3ACTACYBAHIR




McNei,

TV-TMP-00230 rev. | 4 LITY CERTIFICATE/ CEPTHOIRAT AKOCTI

a guhmmgc?uwm company
Preduct/ Tponyk: NICORETTE® WINTER MINT / HIKOPETTE® SUMOBA M'ATA
Packaging Ratch / Mazysaia copin: AS334 Euwrucode / €nporon: 6889402
Bulk Batch / Homep cepil: 63410 Manufactured / Jata supoGuuucss: 19042019
Specification / Cnenudixaris: NS-503-8 Analysed / [ata auanizy: 07/03/2019
Bateh Quantity/KinskieTs v cepii: 12132x30 pes Expiry Date / Teparin npuaaruocti: (2/2022
Country of manufacture / Kpatsa supoGunic Sweden / Tliacuix
#Date of bawh realease/ Qara BIYCkY oepif: 20/3312019
Comments / Komenrapt:

*'Date of balch release” Is a date when specific batch was certified in full compliance with the GMP requirements and ellectronicaily signed for approval by
Qualified Person at validated compurarized system of production site /flava sitrycky cepii - agra womw zana cepin Gyanu coprighixoaana b nosHif
Blanosinaoeti 1o swvor FIBT e 3IATDERDKCHA YIIOBHODDIEHOI0 Ocabor WIMIOM CAeKTpoRHOND THAGHSY B BANIAOBHRIT XoMAOTEPHIR CroTemi
BlipoGiioT ZiAsRiLd,
**One batch out of ten is tested for nicotine-related substances at welease /TTpi ¥unycky CROPiAHEH] PLYOBKII HIKOTHRY TeCTYIOTH B oMzl capil 3 AeCAT,

*20ne balch ouz of ten is tested for microbiological quality at release, / Fipn RHIIYCKY MikPOBIOSOTivHA THCTOTA KOHTPOMIOUIBES B ONKIH copil 3 ecaTy,

FEEDate of signature” shows actual date when paper copy of cerlificate was printed and manunily signed by Qualified Person in accordance with GDocP

/7lava Giits pyyaoro nianecy - aaTa, KoM MaMnspoBa sepcin ceprdikary Syna poanpykosasa Ta niANHCAER YNOBHOREKEHOIO oeoboe y nlanosiasocti 4o
istor Hanexol Npaxruwn Jlowymerry sans,

Manufacturer license aumber / Hosiep Sinesail wa BHPQGHHUITRO: 6.2,1-2018-008053
Marketing Authorizaton numbes/ Homep PEECTPAUIHHOTO HocRiNuEHIN: UaH0734/01/01

Name and eddress of manulacturer / Hassa  McNeil AB, Sweden, Norrbroplatsen 2, Helsingborg, 25109, Sweden /
TA Anpeca mupofuKa; MaxHin A, Usenis, HoppGponnatees 2, Hemncinropr, 25 100, 1lssnis

Cerlilicalion statements / Sanra upe cepradiramn:

Thereby cortify that the rbove information on English language is authentic and sccurate, This batch af product bas been manufactured, including
packaging/labelling and quality control at the abeve mentioned sitels) in full compliance with the GMP requiremients of the local Regulatory Authority and

with lhe specifications In the Marketing Autharization of the importing countey. The batch processing, packaging and analysis records were reviewed and
found to be in campliance with GMP.

et 2 3acsianyto, mo nanehena e inpopuauis arriicoROI MOBOIO € GCTORIPHOIO | TounoI0. Lio cepiio riprmy Ty Syno Bapobreno (BaEOURIOTH
NAKY DAHHI MADKY BRENNA) TR TPOBLACHO KOKTPOSIS 1T AKOCTI HA BHIDENIHANSILIA Jtin ki ¥ nosuil pianesinHooTi 3 Revorami GMP, scranoenesnsii
MICUSBHM DEryIIATOPHNM QUIRHOM, B TAKON MATIORIAG A0 eneutikauill MICIEROrO PErYARTOPROIO Oprany | v siiriosiumeeti 5 cncuuikaden no

peecTpatiitvero eainowma Kpftsw-ivnoprepe. [perokonn eapoSuinasa, (AKYBAKHA TA BHALI3ID NEPEFMHYTO T& BETANOBISHO BIANGALAIICTE BMOraM
GMP.

Lo 1'=,i >«;;\)\/\M 5

20 o 27 Vi LAV
Hundwritten signatore/ Date of signawire*s+#/ Quulified Person/
izmise Z1aTA NiTHCaky FEE

Ymossosmiera Ocgla
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