JEEPJKABHA CJIVIKBA 3 JIKAPCHKHX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTHKAMH Y KHiBCHKIA OBJIACTI

npos. CBiTnuHOl Hapii, 3, ﬂgI.KH'l'B, 02099, Ten/daxc: (044) 363-06-50
E-mail; dls ko@dls.gov.ua, Koz €JIPIIOY 37078774

BHCHOBOK
npo AKICTh BBeaenoroi B YKpaiHy JiKapchKOro 3acoly

24.10.2024 | Ne 53210/24/10

HIKOPETTE® 3UMOBA M'AITA

(maitMeHyBaHHA JIKapCHKOTO 3ac06Y 3riHO 3 PecCTpaLiimM [IOCBiTYEHHAM)
ryMKa ’KyBa/bHa JiKyBaJbHA 10 2 mr; Do 15 ryMoK JKyBaJIbHHX Y gicrepi ; mo 2 Gaicrepn B
KApTOHHIH ynaKoBui !

(bopma BUILYCKY, nosynm, BYLX IAKyBaHHA NiKapChKOIO 3ac06y)
Howmep peecTpaniifHoro noCBiXIeHHs UA/10734/01/01 ctpox aii peectpauiitsoro nocBiteH s 01.01.2099
Cepis nixapcexoro 3acofy Ne CA261 © KinpKicTs BBE3eHOTO NIKapCEKOTO sacoby 9120

Bupo6Hux MaxHin AB, Illsewis

(maiiMeryBanHs BUPOGHIKA niKapcEKoro 3aco0y, Kpaina HOXO/KEHHS)

Baeseno B Ykpaiiy ToBapHCTBO 3 0OMEKEHOI0 pinnosiganpaicTio "JIxoncon i JxoncoH
Vipaina", ixent. kox: 35893512
(maiiMenyBaxms Ta Kojt 32 CIPIIOY opumraHoi 0coGu a0 HpisBHITE, iM's, 1o GaThKOBI ismIHOT
0co6H - migmpHeMus, 1 Micle NPOXMBAHHI T4 peecTpanifHuil HOMED 06iKoBOT KAPTKH IUIATHHKA
[ojaTkis abo cepis Ta HOMEp NacHopTa)

|
|

TIpoToKos Bi3yaabHOro KOHTPOIIIO BiX 17.10.20i4 Ne 3169/2.

3a pesyJBTATAMH JEPXKABHOTO KOHTPOJIO ~BCTAHOBJCHO, IO nikapcekuif  3aci® BBE3EHO B Ykpainy 3
JOTPHMAHHAM BuMOT 3aKOHONABCTBA MO0 3a6e3meeHHA AKOCT] MIKAPCHKHX 3acobis.
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QUALITY CERTIFICATE/ CEPT}“ ®IKAT AKOCTH

Product ¢ 1ipoaykT:

Eurocude! Capoxoi 6889406 ]
Batch numbers HoMep cepii:
Specification / Coenmbiattin: FRM-00025!-1 !
Country of manufacture / Kpaisa supoBuuk: Sweden / Wlseuis Pharmaccutical form 7
Jlikapeskal opma
Marketing! Authorizaton number?
Manufacturing date/ Jlata 12 8 2024  Hoxep pecetpatiiisoro
mqpoﬁmm'rua: day e meptvaseu year.pae HOCBIMEHHN.
Date of batch realease®*/[lara 29 3 2024  Manufacturer Hicense number /

BunycKy cepii*: dyen mondvwicams  yearpw  HOMED HUCHNT 61 BIHPOBHIUTBY:
Strength/activity /
Cuna aiifaxnisHicTs:

EFRM-0006213 rev.1.0

NICORETTE® WINTER MINT/ HIKOPETTED 3UMOBA M'STA

CA261

Chewing gum tht.mpuum. 2mgi
['ynia KyBabHa nu\ysanwa o 2 Me

UA10734201/01

SE-H-MIA-24-034850

| chewing gum therapeutic contains nicotine- -polymer complex - 11,0 mg, corresponding nicotine 2 mg /
| ryMKa KyBAILHA HKYBAIENA MICTHTE uu«mm ~ORIMEPHHTT KOMIIEKC - {1,0 Mr, 110 BiANOBINAC HIKOTHHY 2 mr

Expiry Date / [lata 3akinuenus 7 2027 Batch Quantity/Kinukicth y 9120 Consumer units! Cnommqux ORHHILE
CTPORY leHllﬂTl‘K)CTit month ucat, MM cepi'\': ‘ “ ) .
Package size and type/Pussip 1a 15 chewing gums in blister; 2 blisters in carton pack/ (1o 15 ryMOKOKyBARHIX Y Suicrepi; wo 2 Gnicrepn 8 Kapronmii
THIT NAKYBAKHA: yrarosui : '
TESTS / TECTHU REQUIREMENTS / BUMOTH RESULTS/ PE3YJIBTATH
Description / A squate, coated, white coloured pieces with a size of about 15x15x6
Omite rom / Ksanpatai noAyUICHRH 3 noxpunmwﬁmom KONBOPY, Pass/Binnosiaac
POIMIPOM APHOMI3HO [SxISX6 aim | ;
Nicotine identity - HPLC/ Retention time matches standard/ §
Lnenridikauia HikoriHy BEPX Yac yrpuMysaHns BiAnosinae c*r'umap*ry Pass/Binnosinac '

Nicotine identity - RPLC/UV diode Lambda max matches standard /

arcay ¢ JlamBAa MAKC, BIAIOBLAAE CTANMAPTY
newrisdikauis Hikorny BEPX/YD
AiOE METPHUA

Pass/Binnosinae

Assay Amount /
KUILKICHE BHIHAUCHHA

2.0 - 2.2 mg/mr

2.1 mg/mr

Uniformity of dosage Units M According to Eur. Ph, 2.9.40/ I
(Case 2)70nR0pIAHICTS AOIOBAHNK Bianosiano no €sp.®apy. 2.9.40 i
onttnge M (Bunagok 2) ;

Pass/Bignosinac

Impurities** / Jlositku™*

Myosmine / Mioanin < 0.4 % of the labcled amount/ein 3aRBeHOT KinbKOCTE

Not tested /TecT He IPOBOAUBCS

Cotinine / Korimin < 0.2 % of the labcled amount/aift 3aas:lcup'i KifibKOCTI

Not tested /Teet He NPOBOAHBCH

Nicotine cis-N-oxide / Hikorun cis- |< 0.5 % of the labeled amount/sin 3a8BCHOT KinbrocTi
N-OKCHIL . 5

Not tested /TeeT HE IPOBOUHBCA

Nicotine trans-N-oxide / Hikorun  |< 1.0 % of the Tabeled amount/aijt 3assneHol KinbkocTi
trans-IN-OKCH !

Not tested /Tect se nj)oquacx

Nomicotine / Hopirotin <04 % of the labeled amount/ni 3asBACHOT KiNbKOCT]

Not tested fTeet e npobosses

@ - nicotyrine / J} - HiKOTHPHR < 0.3 % of the labeled amount/nin 3asancHol KiTLKOCT

Not tested 7Tecty we nposoanacs

Any Unspecified {mpurity / % 0.1 % of the labeled amount/sia yasencHal KinbxoeTi
Kool He inerridixosatiol ) |
AOMiHIRN |

Not tested ¢Tect He nposonsea

Sum fmpurity / Cyra nonimox « 1.0 % of the labeled amount/sin 3axaneu:o‘i KisbKoCTi

b
|

Not tested 7TeeT He MPOBOARBCA

Microbiological purity***
Migpobionoriag neroTa***

Accordiag to Ph.Eur 5.1.4. Non aqueous prcp(\r.mon for oral use /Y
siznonianocti 3 Cap.Dapy 514, Hesonui npenapati s
HEPOPANLHOTO FACTOCYRRHHR

Not tested /Tect BE NPOBGANBCA
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QUALITY CERTIFICATES CEPTUDIKAT AKOCT EFRM-0006213 rev 1.0

Product 7 Tpoayxy: NICORETTE® WINTER MINT/ ﬂlKO:PE’I"l‘E@ IMMOBA M'STA
I i ‘
Euracode/ Capokoi 6889406 i
Batch number! Homep cepii: CA261
Specitication 7 Ciicumpigaws: FRM-000251-1 i S
Country of manufucture / Kpaika sipobusk: Sweden / Hlseuin Pharmaceatical form/ Chewing gum therapeutic 2 mg /
Jlikapewka Gopwas TyMKa KYRAIHHA HKYBMILHA 110 2 MY
Manufacturing date! Jara 12 3 2024 © Package size and 15 chewing gums in blister; 2 blisters in carton
z - t " i | . .
BHPOGHUITEA day s maniVaRCHt. o | type/Posvip T THI pack/ a0 15 rymoiOkysansnx y Gaicieps; no 2
Date of batch realcase®/flata 29 8 2028 NAKYBAHHA Gaictepi B KapTORHil ynakosui
ok 42y femk wonth MICKILk RPN | . st
BhrycKy cepiit: ;
Expiry Date / [lata 3akinuens 7 2027 Manufacturer icense number / SE-H-MIA-24-034850
CTPOKY NPHAATHOCTE aontbieas Jearpi Howmep nitienni va BHpOGHULTBO:
Marketing Auth beri H Baich its C
2 o oF ST N . 5 S 2 57 YHX 1
wrketing uthorizaton number; Hosep UA/I0734/01/01 Quantity/Kixekicte y 9120 Consumer units’ CHOKHBUHX ORMIHUL
PeCCTPAUIHHOrD NOCKIEHUR S

Comments / Komenrapi: i

*"Mate of batch release” is a date when specific batch was certified in full compl"iuncc with the GMP requirements and ellectronically signed for approval by
Qualified Person at validated computerized system of production site //lara prOycky cepit - RaTa KoMt nana cepia Gyna cepritdikoBana B nosHiit
signosinnocTi o sisor HBI 1a satacprxena Ynosuosametow Ocoboro mnxxﬁcm EREKTPORHONO SHUCY B panifosaniil KOMIOTEpHIH cucTeni anpoGriol
ALK, . EE T

*%(ne batch out of ten is tested for nicotine-related substances at release./IIpH BHAYCKY CHOPIAHEHT PEUOBHHUK HiKOTHHY TECTYIOTs B OAHiH cepii 3 aecaTin.

w++()ne batch out of ten is tested for micrabiological quality at release. / Tipy sunycky Mikpofioaoriuna YHCTOTA TECTYETHCR B ORIt Cepii 3 AECHTH

wexi e of signature” shows actual date when paper copy of certificate was pr,,mted and manually signed by Qualified Person in accordance with GDocP
Jlara Ging pyaHOTo MANHCY - JATA, KOAN NANCPOBA nepeist cepridiraty Syma posnpyxosata Ta fiiscasa YnORHOBAKEHOI 0CO60I0 ¥ B1ANOBIIHOCTI 10
i : =i ¥

sistor Hanexwol Tpak it JlokyMeHTyBarHs. ;

Name and address of manufacturer / Hazga  McNeil AB, Nowbroplatsen 2, Helsingborg, 254432, Sweden /
Ta anpeca Bupobrika: MakHin AB, Hoppbpoturcen 2‘ Xeuvcinrbopr, 25442, Wnewis

Certification statements / 3uuna npe cepradinaniio: ! '

[ hereby centify that the above information is authentic and accurate. This batch of product has been manufactured, including packaging/ labelling and quality
control at the above mentioned site in full complinnce with the GMP requirements of the focal regulatory Authority and with the specifications i the
Marketing Authorization of the importing country or product specification file for Investigational Medicinal products. The batch "pmcessing, packaging and
analysis records were reviewed and found to be in compliance with GMP. ; "

LUstas A IBCBIANYHO, (O HABEACHA BHIE inthopanutis € AOCTOBIPHOIO T TOYHOIO, Llio-cepito npoayxuii Syno supobneio, BRAONAIONH HAKYHARHA] MAPKYBAHHH
Td (IPOBCACHO KORTPOAS T KKOCTI HA BHILCIATHANEHITT LI Y NOBHIR BIRUORIAHOCTI 3 BUMOTAMR GMP, BCTaHOB/CHIM MICUEBHM PCIYAKTOPHHM

QPIBHOM, & TAKOX BIANOBIZHG 10 cneumdirattiit, 1o MiCTATECA Y PEECTPRNIHHOMY HOCHE KpaTHIt-IMIOPTCRA abo y nocke cuelmixauidi sa npenapat s
ROCAIAARYBARONO JiiKapesKoco 3acoBy. Hiporokony BIUPOBHIUTEA, IAKYBAHKA Talananiie Byno IEPEIAFHYTO T BCTAHOBIL rowtanicTe GMP,

6 9 2024

i
! ; )
H day. wm month yoRepo | i
; ﬁ e% ROSQ \\ st ! :
Handwrillen signatune? Date of signature®***/ Qualified Person Name/

e Jlara innscannra¥* v Iv's YnosroBaReHOi OCobi
TAHKC bkt
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