TEPKABHA CJIVIKBA 3 JIKAPCHKHX 3ACOBIB TA KOHTPOJTIO 3A
HAPKOTHKAMH YV KMIBCHKIN OBJIACTI

npoB. CBiTmrIHOT Hanii, 3, m.Kuig, 02099, Tex/daxc: (044) 363-06-50
E-mail: dis ko@dls.gov.ua, Kon €IPTIOY 37078774

BHCHOBOK
po AKICTh BBesenord B YKpaiHy JiKapCbKOIro 3acoly

24.10.2024 f Ne 53210/24/10

HIKOPETTE® 3UMOBA M'JATA

(mafiMeHyBaHHA JTIKaPCHKOTO 3ac00Y 3riHO 3 peecTpaifHIM MOCBITESHHAM)
ryMKa ’KyBaJIbHA JNiKYBAJIbHA 0O 2 mr; Do 15 ryMox JKyBajJbHHX Yy gicrepi ; mo 2 GicTepH B
KApTOBHIH yHAKOBI

(bopma BHIIYCKY, no3yna‘;mx, BHJ IAKyBaHHSA JIKapCHKOr0 3aco0y)
HoMep peecTpauifHOro MOCBiIeHHs UA/10734/01/01 crpox aii peecTpaniittoro mocBilteH s 01.01.2099

Cepis nixapcbxoro 3acofy Ne CA261 ~ KineKicts BBE3EHOTO JiKAPCEKXOrO sacoby 9120

I

Bupo6uux MaxHin AB, IlIsenis

(maiimeryBaHHA BUPOGHIKA nixapcrkoro 3aco0y, kpaina HOXOJOKEHHS)

Baeseno B Ykpainy ToBapHCTBO 3 0GMEKEH 010 pignosiganeaicTio " xoBCOH i /lzxoHCOH
Vipaina', inent. xon: 35893512
(gaiiMenyBaHHA Ta KOJ 33 €IPTIOY roprmaeHoi ocobu abo npissuIme, iM'1, 10 6arpkoBi izuaHOT
0co6u - mignpueMus, il Micle HpoXHBaHHI T2 peecTpaniiHui HOMEP 06ikoBOi KApTKHU IUIATHAKA
nojarkis abo cepit Ta HOMEp IACIOpTa)

i

TIpoToKoJ Bi3ya bHOT0 KOHTPOIIO BiX 17.10.20i4 Ne 3169/2.

3a pesyibTaTaMM JACPAKABHOTO KOHTPOJIO BCTAHOBJCHO, IO nikapcekuit 3aci6 BBC3EHO B Vkpainy 3

JOTPHMAHHAM BuMOT 33KOHOJABCTEA MO0 3a6e3TeyeHHs AKOCT] JHKAPCHKUX sacobiB.
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Product { TpoaykT:

turocude/ Caporol:

Specification / Coermdiatin:

Country of manufacture / Kpaisa supobruk: Sweden / Ulseuis

Manufacturing date/ flata
BHPOBHILTEA

Date of batch realease®/[lara
sunycKy cepii:
Strength/activity /

Cung AlifaKnBHicTs:

Expiry Date / [lata sakinuenun
CTPOKY NPHIATHOCTI:

Package size and type/Posmip 1a
THIT NAKYBAHHA:

QUALITY CERTIFICATE/ CEP’!‘ZV! @IKAT AKOCTI

EFRM-0006213 rev.1.0

NICORETTE® WINTER MINT/ HIKOPETTES 3HMOBA M'SITA

6889406

Batch numbers HoMep cepil:
FRM-000251-1 i
Pharmaceutical form ¢
Ilim\pcsxaﬁ, dopma
Markctin@ Authorizaton number/

12 8 2024 Hoxep pecerpaiiiinoro
day twiae mentivNieal. yeac.pe TIOCRIIMEHH N,
29 8 2024  Manufacturer license number /

day b monty MicRIt, year pik HOMCP REHRT 7l BﬂpOGHHIlTBOI

CA261

Chewing gum therapeutic 2. mg ¢
['ynsiia KyBanba RiRyBaNGHa 010 2mr

UA10734401/01

SE-H-MIA-24-034850

| chewing gum therapeutic contains nico\iqc-polymer complex - 11,0 mg, corresponding nicotine 2 mg/

{ ryska AyBaILHA HKYBATLHA MICTITE Hi|<“0nm~noni:~iqmuﬁ KOMIIIEKC -

7 2037 Bateh ngu(ity!}(inﬁxicw'h y 9120

monthy et PR cepi'i: i

15 chewing gums in blister; 2 blisters in carton pack/ 1o 15 TyMOKOKYBATLHIX Y

yraosui

Consumer units! Croxusux OMHRHLE

11,0 M, wio BiANOBIRAE HIKOTHHY 2 mr

Buicrepi: wo 2 Gnicrepn 8 Kapronsiit

TESTS/TECTH

REQUIREMENTS / BUMOTH

RESULTS / PE3YJILTATH

Description /

A square, coated, white coloured picces with a size of about 15x15x6

Yac yIpUMyBatKa BINOBIAAE CTAKNAPTY

Omite mm / Keanpatai noayuie i 3 fokpiTTAM BiROTo KONBOPY, Pass/Binnosigac
POIMIPON APHGAHINO [5x15x6 s | :
Nicotine identity - HPLC/ Retention time matches standard/ !
Inentidikatia Hikoruy BEPX Pass/Binnosinac :

Nicotine identity - HPLC?UV diode
arvay ¢

{newrisdikautin sikory BEPX/YD
RIS METPHUR

Lambda max malches standard /
JlamBaa MAKC. BIANOBILAE CTAHIAPTY

Pass/Binnosinac

Assay Amount /
Kinkicne si3HaucHus

2.0 - 2.2 mg/mr

2.1 mgfmr

Uniformity of dosage Units M
(Case 2):0nuopinnicTh AOIOBAHNK
ot M (Brnasox 2)

According to Eur. Ph, 2.9.40/ I
Bianosigko no €ap.®apy. 2.9.40 i

Pass/Bignowinac

Impurities** / Jlositku**

Myosmine / Mioanin

< 0.4 % of the labeled amount/sift 3aABACHOT KinbKoeTi

Not tested /TecT HE NPOBOAUBLR

Cotinine / Korunin

< 0.2 % of the labcled amount/ain JAABICHOT KiLKOCT

Not tested /TecT He NPOBOAHBCA

Nicotine cis-N-oxide / Hikorun cis-
N-oKreHI

< 0.5 % of the labeled amount/sin 3aRBNCHOT KinbkacTi
~

Not tested /Teer He bnpoﬂounscn

Nicotite trans-N-ogide / Hikorun
trans-IN-OKCHL

< 1.0 % of the labeled amount/pijt IARBACHOT KinbrocTi

Not tested /Tect se nj)oquﬂcu

Nomicotine / Hopuirotin

<04 % of the tabcled amount/siz 3asaeHOT KiNLKOCT]

Not tested {Teet ne nposoAxBes

@ - nicotyrine { B - sixoTHpHR

< 0.3 % of the labeled amount/in sasnncHol Kinsxocr

Not tested /Teer ue nposoanscs

Any Unspecified lmpurity /
Komuot He ineuridixonatiol
AOMIUIKH

201 % of the labeled smount/sia yassacrat KinbxoeTi
|
i
|

Not tested /Tect ie AposonCs

Sum tmpurity / Cyma nomimox

< 1.0 % of the labeled amount/sin nansnen:o‘i Kinbkocti

Not tested /TeeT He.MPOBOJHBCA

Microbiological purity¥*** .
MigpoBionorinsi witetora™

According to Ph.Eur 5.1.4. Non aqueous preparation for oral use iy
piznoninnocti 3 Cop.Dapa 5.1.4. Hesoaui npeiapanit i

HepoPARLHOTO 3ACTOCYRAHHA

Not tested /Teer #E NPoBOAHRCA




QUALITY CERTIFICATE/ CEPTHOIKAT AKOCTE EFRM-0006213 rev 1.0
Product 7 Tiposyky: NICORETTE® WINTER MINT/ ﬂlKO:PE’I"l‘E@ IUMOBA M'ATA
; i ‘
Furacode! CBpokoiL 6889406 : i
Batch number/ Honep cepii: CA261
Specification 7 Cncusdikaiws: FRM-000251-1 ‘ S
Country of manufacture / Kpaisa aypoGusk: Sweden / IHsetis Pharmaceutical form 7 ‘ Chewing gum therapeutic 2 mg/
Jlikapebra gopya TyMKa XYBAJIbHA JHKYBAIBHA 1O Imr
Manufacturing date/ Jara 12 3 2024 Package size and 15 chewing gums in blister; 2 blisters in carton
BHPOGHULTEAL dy o mansh/scss e~ ’ type/Posmip Ta Thit pack/ 10 15 FYMOK KYBIBHUX Y Baicrepi; 10 2
Date of batch realcase® lata 29 3 w28 TAKYBAHHAL: | Gaictepy B KapToHHiil ynakosw
ok day ews awonth MiSHILE §EALPE . L
Bunycky cepii*: ;
Expiry Date / JlaTa nakinuenns 7 2027 Manufacturer license number / SE-H-MIA-24-034850
CTPOKY NPHAATHOCTE moshircaus yearpH Homep nil@eu)li Ha BUPOGHILLTBO!
Marketing Auth ber: H Batch its/ C
arke ors Howel o e . - ,
vl Lnng” uthorizaton numbers Hosrep UA/I0734/01/01 Quantity/Kitskict y 9120 Consumer units! CuOXUBUHX OAHIHUL
PeCCTPAUIHHOTD MOCKINMEHHA! cepii:

Comments / Komenrapi: i ‘

»"Mate of batch release” is a date when specific batch was certified in full compliiuncc with the GMP requirements and ellectronically signed for approval by
Qualified Person at validated computerized system of production site //lava BHOYCKY cepil - [TA KO AAHa copia By coprithikoBaHa B nosHiit
sianosinnocTi 1o sitsor HBI ta satacprxena Ynonnosaxeroo Ocobon mnxxﬁcm EREKTPORHORO HinuCY B panioBaniil KOMATOTEPHIR cueTests BipoBunol
ALK, \ R

“%(ne batch out of ten is tested for nicotine-related substances at release./TIpH BHIYCKY CHOPIAHERT PEUOBHHK HIKOTHHY TECTYIOTE B OAHiHT cepii 3 AeCATIE

w*+(3ne batch out of ten is tested for micrabiotogical quality at release. / Tipit sumrycky MiKpoGiooriung 4iCTOTa TECTYETHCR B olniit cepii 3 aecaTit

we£iTate of signature” shows actual date when paper copy of certificate was pr,,mted and manuully signed by Qualificd Person in accordance with GDocP
Jlara Ging pyMHOro RIATNCY - AATA, KO NANCPOBA nepeist cepritdiaty Syna posnpyrosasa Ta fiiscasa YROBHOBAKCHOIO 0COBOK ¥ B1ANOBLIHOCTI 10
sistor Hanexuol Tpakris Jlokymeutysanis. : | ' L

Name and address of manufacturer / Hazpa  McNeil AB, Norrbroplatsen 2, Helsingborg, 25442, Sweden /
Ta anpecs BrPoOHIKY: MaxHin AB, HoppBpousarcer 2‘ Xeuvcinrbopr, 25442, lnews

Cevtification statements / 3uuna npo cepradinanio: ‘ '

[ hereby certify that the above information is authentic and aceurate, This batch of product has been manufactured, including packaging/ labelling and quality
control at the above mentioned site in full compliunce 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 processing, packaging and
analysis records were reviewed and found to be in compliance with GMP. ! o

Llstnt & JACBIRNMYIO, (10 HABEREHa sHme inbopaanis € AOCTOBIPHO Ta TouHoio, Ll cepito nponykuii Gyno BHPOBIERO, BIUIONAIONN HAKYRARHA! MAPKYBAHHA
Td (IPOBCACHO KOHTPOAS 1T RKOCTI HA BHILEIAIHANERITT BRINL Y BOBHIE BIANORIANOCTI 3 BUMOTAMR GMP, BCTAHOBACHIMI MICUEBHM PEIYARTOPRHM
OPIANOM, B TAKOX BIANOBINO #O cnieusdixattiii, 1o MICTRTECA ¥ PECCTPIIIRHOMY HOCHE wpainti-imioprepa abo y aocke cueiikauiil ua npenapar s

AOCAIKYBAROYO RiKapebkoro acoBy. Hporokom BHPOGHINITRA, IIAKYBAHHA TalaHaizie SYNO TRPErAARYTO T2 BCTAHOBIIL ArromtaicTs GMP,

|

6 9 2024 ¢

i §
H day. Wiy oot FNREPIR }
; ﬁ e% ROSQ \\ sty ; -
Handweitien signature Date of signature*¥**/ Qualified Person Namef

e Jlara ninnpcanra* v Iv's YnosnoBaxenoi Qcobn
TAHKC > HOH




