JEPKABHA CJYIXFBA 3 JIKAPCBKHUX 3ACOBIB TA KOHTPO.TIO 3A
HAPKOTUKAMMU Y KUIBCBHKIN OBJACTI

npos. Ceitarunoi Hanii, 3, M.Kuis, 02099, ten/daxc: (044) 363-06-50
E-mail: dls.ko@dls.gov.ua, Kox €JPIIOY 37078774

BUCHOBOK
PO AKICTh BBE3EHOI0 B YKpaiHy JiKapchbKoro 3acoly

24.10.2023 Ne 51919/23/10

HIKOPETTE® 3UMOBA M'SAITA

(HaHMeHYBaHHsA JIKapChbKOro 3aco0y 3TIIHO 3 peecTPAIiiHAM TOCB NUCHHM)
rYMKa }KyBaJIbHA JIIKYBaJAbHA N0 2 Mr; 110 15 rymMox sxyBaiabHMX y Gaicrepi; mo 2 Gaicrepu B
KAPTOHHIN yIIaKoBui
(bopMa BHMYCKY, JO3YBaHHS, BHI MaKyBaHHA JIKapChLKOTo 3ac00V)

Howmep peecrpautiiinoro Imcﬂinqemm_UA/ 10734/01/01 crpox xii peecrpauiiinoro nocsinuenns 01.01.2099

Cepis nikapcskoro 3acoby Ne BU74() Kinskicts BBE3eHOTO aikapcrkoro 3acoby 3984

Bupobuuk MaxHin AB, IlIsemnis

(HafiMeHyBaHHsA BHPOOHHKA JIIKaPChKOT0 3acoly, KpaiHa MOXOHKEHHs )

Bsesero B Yxpainy ToBapucrBo 3 00Me:xkeHOH0 BignoBinanbHicTIO " J[2K0HCOH i /I3KOHCOH
Ykpainga", igenr. kox: 35893512

(nafiMenysanus Ta koA sa CIIPTIOY ropranymoi ocobu abo mpizBruie, iM's, o 6arbkosi hiznuHOi
0COOH - MANPHEMI, 11 MICIE MPOXKUBAHHS Ta PEECTPAIliiTHHI HOMep 00NMKOBOT KAPTKH ITATHHKA
MOAATKIB abo cepig Ta HOMEp MacnopTa)

IIporokoa Bisyanbuoro kourpoaio sig 23.10.2023 Ne 3341/2.

3a pe3ynbTaraMu IEPKABHOIO  KOHTPOJIO BCTAHOBIEHO, IO JIKAPCHKHH 3acid BBE3eHO B YKpaiHy 3

JOTPHMAHHHAM BMMOI 3aKOHO/1AaBCTBA 1110710 3aDe3leuyeHHs AKOCTI JIKAPCLKUX 3aC00IB.
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QUALITY CERTIFICATE CEPTHDIKAT KOO TV-TMP.00830 rev 4
Product 7 Hpoysr: NICORETTER WINTER MINU HIKOPETTER IMMOBA MHTA
burocode’ Capoxkot HERUL04
: 5 s | o Huatch number Hosep cepit BL740
Specification | Cueipspixais FRM-UQ02571-1
Country of manufacture - Kpaina sipoduur: Sweden * Hlserns Pharmaceuncal fonmn Chewing gum therupeutic 2 mg
Hikapeuwa gopsa: FyMEA BYBABBIG HIKYRANLHA O 2 M1
Marketing Authorizaion number:
[‘t,.-ignuﬁgg{m‘ing date’ Jinra 2 9 M Hi}hiﬂf} f}{?ffﬂ'l'i}ﬁiliﬂ}iﬁ]“{} LA HGT38:.08°01
BHROOHIHITRE! day aee nwentRéssoaus, year s HOCBINMEHHRS
Date of batch reatease® flatu 18 G 2023 Manufacturer license number 5
: : G {007 20467
BRIl YLy Cﬁpil*: H1¥ qerh inenth s . MM K HiJMﬂD MLCH Ha AHDOOHINIITRG! 5.9.1-2020-022962
Sirepgth/activity b chewing gum therapeatic contains nicotine-polymer complex - 11,0 mg, coresponding nicotine 2 mg

Cuna 500 akressic s | rystia RYBansHa JKYRAIBHA MICTHTL HIKOTHE-HONIMEPHIGE KOMIBIERE - | L0 MO 10 BIAHOBIAAC HIKOTHHY 2 A1

Expiry Date £ Java sustavcuns X 2076 Balch Quantity Kiynxgicte y 12156 Comumer units: CHORIIBIBK O
CTRORY IDHAZTHOCTE GIILH FE T VoM [hR CE{}H
Package size and type/Posvip ra I3 chewing gums in bhster; 2 blisters tn carton pack? uo 15 rymox HYRUBHRN ¥ Biuetepi; no 2 aciep 8 xap ronwif
THIT [IAKYRAKHS; YIAK a1
TESTS/ TECTH REQUIREMENTS / BUMOIH RESULTS F PEIYARTATY
Drescrption/ A square, coaled, white coloured pieces with a size of about 15x15x6
Oune HY HO; - : ; - oy ,

{mm {KBRH‘;}M HI HOAYHIEHKI 3 HOKPpH TN DIIOrD K0ALGDY. Pass/Biioaiae

pesatipom Hpibnino 15X 5K6 Mas
Micotine sdentity  HPLC - Retention time matches standard/
inentudrixania mikotnny BEPX Hat yTpHMYBAHHA BIANOBIADE CTAMHAPTY Pass Bianossimac

Nicotine identity - HPLC UV diode jLambda max matches standard

array Hambua saxc. sinnobikac crannapry

Lieatudicauis nikorany BEPX/VG Pass/Buutomae
AROHE ATPHUS

Assay Nicotine Amount 2.8 - 2.2 mgiur

KinpRICHE B IHA4CHRE HikoTny 2.1 mgiv
Uniformuty of dasage Units M According to Eur. Ph. 2.9.40.

{Case 2)’Oumopiisicts aososanux  {Bianonisuo no Cep.Maps, 2,940

Pass: Biiosiae
eisHs M {Bisianok 2)

Empuriies®® / flosimxi*®

Myosmine / Mioniy = 6.4 % of the labeled amount/Bin tassnenol kILKOCTH Bot tested STeer se nposoniucy

Cotimne / Koruuin = (0.2 % of the {abeled amount/Bin 3asanennt xiinkocTi Not tested - Teer se npososures

Nicoline cis-N-oxude 7 Hikorne cis {< 0.5 % of the labeled smount/shil 142830807 KIALKGCT!

S Mol tested - Pedr ge npoacaises
Nicoting irans-N-oxide - Hikorun < 1.0 % of the labeled amount/aig sas8nenol girbroCT N
reasie B aieiin Not tested TTecs e HPOURORIBCH
Nornicotine / HopuikoTis < 8.4 % of the labeled amownl/zin 2aspnenol xinskocT Not tested /Tt He HPoBOANBO

(re i Z F i P ] a L LR e : . % SR - L P
B - nteotyrine 7} - wigorapsy < {1} % af the labeled amount/ein zasBnenoil KinskoC T Not tested “Ter1 e BpoBoAIses
Any Unspecilied Impunity - < .1 % of the abeled amomb/eia sagrnenod iNLKoC 1
KoacHoT He Ve ridicosasol Mot tested s Tect se npoBoimes
HACMEUIRH
Sum mpurity - Cysa jostiinox £ 3.0 % of the labeled amount/aiz saspaenrol KidsrocT -

Mot tested Tect He 1poBOLHBCS

Microbiciogical punty*** According (o Ph.lur 5,14, Non aqueous preparation for oral use . ¥
Mixpobioaorrma wucrora*** siaioniHocri 3 Cap Dapst 5,14 Hepou npeuapat ;s Not tested - Tect He (poso 1se s

HEPOPWILHOO HICTOUY BaHK Y
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QUALTTY CERTIFICATE: CEPITH®IKAT SKOCT! TV-TMP-B0930 rev 4
Product 7 Hpoover NOCORETTE® WINTER AVENT HIKOPETTER 3UMOBA MHT A
Barocode’ Trpowkost: 68844904
Buaich number’ Hosep cep, Bi740
Specification - Cuetpidikainn: FRM 0025781
Country of manufaciure - Kpaina pupobuse Sweden / Hineuin Pharmaceunical forn Chewing gum tempeutic 2 mg -
‘likapeska opyia Iy M®d KYS2HbRA WKYRAILED 11O T A
Manufacturing date’ Jlava 5 Yy 203 Package sire and {3 chewing gums in blister; 2 blisters 1 canton
BUPOSHII TRA dis 1 T N sy type/Possip ra e paci: 19 15 ryMOK RysabHus ¥ Bricrept. 1o
. ¢ BRKYBAHHS: GHCILDH 8 Kap FoHuil ynakoets
Drate of baich realease™ fna i ) 223 Y v “pre Vi :
o LA RETER i st %4l P! fhn
RUIIVOKY CEpifE;
Expiry Date s [larts saxinucnnsg 3 I Manufactuier Heense number - 59 1-2020.022962
CIPOKY (IPHACTHOCTL: 0% S5a0anl, Vs pIx Hosep mucH i 4a sapobuuirres
Marketing Author bert H datch :
arketing 10123800 N o KB o O RS T : ; 145: 1o
Marketing ul w'ﬂf}a mberd Hovep UA/IG734 01 01 Quantily Kimkicrs y 12156 Consumer units: CHOBHIMHK O I
PLECTPALIHDIO MUCRIAHCHHR cenis

Comments / Kosentapi:

*"Date of batch refease” 15 a date whea specific bateh was cerified in full compitance with the GMP requirements and clicetronically signed for approval by
Qualiticd Person at validated computerized system of production site ‘ Hara BRIYCKY COPIf - laTa KoMt JaHa cepig Gyaa copTHdnKosana 8 nopiil
BLRIOBEAROCTI A0 minvor HBI 12 3ateepaoiens Y NOBHOBAKEHOK (ICOB00 111X O EACKTHOKHOTO BHRINCY B BARIAOBAHII KOMITIOTEPHIT cHeTeM BupoBrIrG
AtABHIEL,

**One batch out of ten is tested for nicotine-relaled substances at release . § Ipat BiiTyCky CROPIAHCKT PEHORMUI HIKOTHHY TECTYIOTh B OnHifl CEPI 3 JIECHTH.

¥*eOne vatch out of ten 15 tested for microbiological quality at rclease  Flpi inyery amikpobionoriusa sncrora TEUTYCTHCA B QEHIE copif 3 AscaTin
R Date of signature” shows actual dale when paper copy of certificate was printed and manually signed by Qualified Person in accordance with GDaeP

SHara DUIR PYUHOro ANHCY - AATa, KOUE HANEPOBA BEPCiN cepritdixary Oy.ta poiipykoBara ra niniHcasa YuosHnosaxen 01 ocodol0 v 8HIOBIAHOC M 1o
susor Hanewao? Hpakrine JJokyMOHTYBAHHR.

Name and address of manufacturer “ Hasga MceNeil AB, Sweden, Norrbroplatsen 2, Helsingborg, 28109, Sweden
Ta a.1peca pHpodRIK: MaxHin Ab, Hiseuis. HoppOponaarceu 2, XensncinrSopr, 25109, 1Hzenin

Certification statements 7/ 3aasa upo cepridivani:

hereby certily that the above information is authentic and accurate. This batch of product has been manufactured, including packaging fabeihng and quality
control at the above mentioned site in full compliance with the GMP requireimnents of the local regulatory Authonty and with the specificabions in the
Marketing Anthorization of the importing country or product specification file for fvestigational Medicinal products. The batch processing, packaging and
analysis records were reviewed and found to be in compliance with GMP.

Llang 8 2acainuyso. o RaseneHn siie iH(OpPMATIA € MOCTOBIPHOIO 71 TOYRNKD, 110 Cepro NpoayRI 6Y.10 sipoliIcHO, BKAIOYAKOWI HAKYBAHHR' NADKYRaHEN
T3 HPOBCIEHO KORIPO:HL {1 AROCTI A punleradnaydensil MABHI ¥ 0088iil BLABORLAHOCT 3 Busoraniiy (M P, BOTUHOBHCHIIMT MICTICBHM PEryAdTOnHM
OPFAHDM, 8 TAKOA BIIIORIAHG J0 cneundikigit, o MICTITECH ¥ PECCIPAIIHOMY H0CHC Kpain-ismopiepa abo y qocee ctietntdsaint Ha penapat ansg
HOCHLIRRYBANOFO MKApCHROre Jacoly. [ipoTokons supofrmiraa. akyBas#a Ta auwanitin GyAQ HCPCIARHYIO TA BCTAROBIICHG BltIDsL HIC s OMDP.
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