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QUALITY CERTIFICATE/ CEPTIMIRAT AKOCTI TV-TMP-02601 rev |
Product / Tponykt NICORETTE@ ICYMINT/ HINKOPETTE® KPHIKAHA N'SI'TA
Eurocode/ Caposo,y 3790800 L’;']c;agmg- Batch/ IMaxysaisua S
Spectficatton / Cnewdyikatna FRM-0002380-1 Batch number / Hoatep cepin §1274
~ _ o | Batch Quantiy/Kmekicte y copn - 16956520 pes
Country of manufacture / Kpaina supoGuix  Sweden/ Dlseins -
Pharmaceutical form/ Compiessed lozenges 4 mg /

4 7 2020 Jhnapenga (opma’ Jlpoasunng npecosatt no 4 ar
Manufacturing date/ Jlata dwdaenn monhwenas yearp Marheting Authorizaton nuiiber/
BiipoOuLIIBa Floviep pecerpatiinoro UJA/14535/01/02

N MOCBIAMCHHA
Date of bateh realense®/ ati 24 S 2020  Manufacturer license number / | |
.Dfuc ol bfuch.._ruﬂease /Jlata s . er licens erf 5.0 1-2020-022967
BHITYCRY CEpil¥: dnaevie monthhinca. vearis  LTONED TSI 1A BHPOOHILLTEO,
Strength/activity / I comprossed lozenge contams micating resmate 21 mg, which is equovalent to nicotine 4 mg /
Ciia fin/akTiBHICTh L nsoasnin npecosanult MiCTIN D,  HIKOTHHY PC3HHATY 21 WIr, UI0 CRBIBACHTIO HIKOTHHY & NI

7 2022 Pachage sizeand type/Posstip 20 lozenges in the flip pachaging with marking in Ukraman

Expin Date / Jlata saxinuenis

_. | momhhncndas  yearpin T8 THIT TTARYBAHHA language/ no 20 sisoasnmicts y (hmn yNanosil 3 MAPKY BAHHAN
CTPORY NPIRATHOCTI

YKPAIICBhOIO MOBOIO

Name and adress of the production  McNeil, AB, Sweden, Nortbroplatsen 2, Helsmborg, 25109, Sweden/ ManHur AB, Hlseins, Hoppapormaree 2,
site/ [1a3pa va anpeca pupodnnursa  XensciuGopr, 25109, 1llseum

[TESTS/ TECTH TREQUIRCMENTS/ BUMOITT RESUL IS/ PE3YIILTATIN

{Oval 1ablets®*, coated with film from white tll almost white color,
Twithamprint "n" on one side and "4” on the other side / Opatbin
Tabnie i * BRPUTI NIBROBOIO 0G0A0HKOI0 BIK Bintoro nia valine | pass/ Bianorizac
041010 KOALOPY, 3 BIATICKOM. "N" 3 0AMIEl CTOPOLI 1A "4" Ha 11T
CTOpONs

11, Desctiption /
10mue

12, Nrcoline identity/

oo RT" value matches standard/ 3iauenns RT™ sutnosiiae ctanaapry
{nenTudrwanin ninornny

Pass/ Biinosiac

| Retention time matches standard/ Yac yrpivysantis pizutosiaac
Nicotine/ IlikoTun CTaILIapTy Pass/ Bianosiaae

J.Quantitative identilication:

Nicotme/ Kitericue pisuavenun: |3,8-4.2mg/w 4,1 mg/ur
HiroTun

4. Nieotine accompanying impurities/ Hikorun cynponiani aostims

IN1cotime cis-N-onide / ko1 cis- 3 oy <0.1%
{N-oxenn <05 % of the labeled amount/< 0 3% Bijt 3a5B71CHO1 KIARKOCT]
{Nicotme trans-N-oxude / Hikorim | _.' - < 0' 1%
trans-N-ocei ) <05 % of the labeled amount/ £ 0 5% i 3259821101 KTHROC T
: ) -ty { > , Ry
Miosmine/ Mioevin <03 % of the labeled amount/< 0 3% Bix 3a58BICHOT KJIHROCT <01%
Nornicotine / [lopsikoTiu <02 % of the fabeled amount/< 0 2% pix 3asrac107 winbkocT! <01%
B - micotyrine / f§ - minoTHpI <02 % of the [abeled amount/< 0 2% UL 3ASIBACHO! KINLKOCTI <0 (%
B - noricotiring / § - nopumoripim |<0 2 % of the [abeled amount/< 0 2% BT 305%R1CHOT hUILROCT 0 1%
Methanone (MNPY/ ivletanon <02 % of the Iabeled amount/<0 2% sin 309BAICHO1 kI.1LROCTY <0 1%
Any unspecified/ Byan-sina
| HC(;ITCIIIIII[)II{OMIm ¥ ‘ <02 % of the labeled amount/<0 2% s 309B1¢H01 RLILKOCTE 0 1%
(
Sum/Cyaa :
IME <2.0 % of the labeled amount/<.0 2% Bi21 389810101 K ILAOCT 0.2%
3. Homogenerly of dosage units/ F
Oanopianicers aozosamm According to Ph Fur 2 9 40/ V sitnosraoett 3 Cap Dapu 29 40 |Pass/ B31nosiaae
O ILLIES LIy
0. Dissolution/ Poyunyenns Q=75% Sampling time = 20 nunutes/ Q=75% Yac siadopy ripod = |Pass/ Bianosinac

20 R




o QUALITY CERTIFICATE/ CEPTHMIRAT SINOCTI TV-TMP-02601 rev |
a{olmmon affohsmon company

- e a —_— omm

Product / IponysT. NICORETTE® ICYMIN I HIKOPETTE® KPIKAHA MSITA
Eurocode/ Caponoa 8790800 Packaging Bateh/ Manysaibiia A7456
cepasl,

Spectfication / Crietdinatits TRM-0002380-1 Batch number/ Hoviep cepn. 81274

Country of manufacture / Kpana sipoGiniis -~ Sweden / [Hpems Batch Quantiy/Kinskictoy cepii 16956220 pes.

Manuficttimg date/ fara 4 . 2020 Name and adress of the: McNeil, AB, Sweden, Nortbroplatsen 2,
BitpobitLTea divfasinn ST yeanpe | DYOduUCHiON SIe/ Flosga  Helsinborg, 25109, Sweden/ Masllin AB, [zcts,
) Ta-Ipeca Hoppdponnarcen 2, Xeancnidopr, 23109, Hiscuia
Date of batch icalease™/Mara 2 g 2020 supobusiurea

BHITY ChY cep"* dan ety inonthfuteih- Car'pik

Expiry Date 7 Jlara saniniuenns 7 2022 Manufacturer bicense number/ 5 9.1-2020-022962

CTPORY IPHAATHOCT] month/sticas \arpin Howep antensn ua supoGunirso:

Pharmaceutical form / Compressed lozenges 4 mg /

Jlimapcena dopvia . Jommummapecosmmmodwr
7. Microbiological purity/ Mikpo6iogoriuna unerora

Jaransia KilbRICTL aepoliniy : Pass/ Bumosiaac

2 0 ' 2

MIKDOOPrAHIMID .. Not.more than 102 CI'U/g/ He Giastue 102 KYO/r

3arazaena K1MbKICTL APBIUKOBHY T4 Pass/ Buanosiiae
. 1 LI A S 2 |
ncasmi 1piis Not more than 10" CFU/g/ e Ginbme 10 KYO/r
|Bircytmers Staphylococcus aurcus Pass/ Branon,1ac

a1 Absent/ Biacyvuiii

Bincytmicrs Pscudomonas ' " Pass/ Bianosinac )

o7 Absent/ Biacyrinii

aeruginosaslr

Comments / Kovenrrapi:

*"Date-of batch release” 1s a-date when specific batch was certified in full comphance with the GMP requirements and ellectrontcally signed for approval by
Qualified Person at validated computerized system of production site //lata BIMYChY CCpil - NATA hOAH Aana cepist Byna cepTHHIKOBAHA B BOBH

BranositocTt 40 prvor HBII va sateepaxetn Ynosnosasentoo Qcoboo ninssov CACKTPOHHOrO MANNCY B namaosanit koa'toreptindl cucrenmt sipodiisiion
AR

** Phannaceutical form of the drug - compressed lozenges - il coated 1ablets, intended for fabsorption it the oral cavity and meet the requirenients of the
general article Eur Pharm 1807 Oromucosal medicines - compressed lozenges /JTikapcbRa opya rpenapary - IhOAHIINE NPCCOBAIN - NPEACTABMIOTD
00010 TAGACFKI, BRPHEE MHBROBOIO 0BOROITKOI0, NpH3NaycI A POICMOKTY BAHISA B POTORIT NOPOIKBITII TA BIANIOBIAMOTEL BUMOTAN 3aranuioi ¢tarm €ap
hapy 1807 Opoviynodiii mkapehhi 3aco61t - ILOARNIKI Apeconaii

=¥ Date ol signature” shows actual date when paper copy of ceitificate was pranted and manually signed by Qualified Person maccordance with GDocP
/Hara Giuns pyuoOIO MANCY - ZATH, KOS NANEPORA BEPCIL COP rndnukaty 63 2a po3apy korana T MANNCAHa Y IOBHOBAKCIOIO 0COTO0I0 Y BUHIOBLAHOCT] A0
Bivor HaneAanot [paxtux Joryventysans

Cettification statements / 3aana npo cop1ndirauio:

Theieby certify (hat the above wmformation 1s authentic and accurate 1 his batel of product has been manufactured, including packaging/ labelling. and qualily
control at the above mentioned site n full compliance with the GMP requnrements of the local regulatory Authority and with the specifications m the

Marheting Authorization of the. importing country or product specification file for Investigational Mcdiginat products, The batch processing, pachaging and
analysis records weie reviewed and found to be i compliance with GMP |

Lt g 3acniquyio, 1o HapeacHa simte indioparts ¢ rocvoBIpuoio ra Tounoo 1o cepio npoiyai 6}"11'61Bn]'}ﬂﬁ*l'en'o',_-'t's'm!'ﬁiimollu.1mh}'umum!rmalmyB'zuu'lsl
Ta NPOREACHO hOUTPO/IL 11 AKOCTI 1 BIEIAZHAMCHITT JUNBINIL Y NOBHIT BIANOBIAHOC Y 3 BriMoravt GVIP, BCTAIOBACIIIMIE MICLCBI el yanTopuny
OPTaHOM & TaKOAK BIANOBIAHO A0 CrICLBIgINALYT, 10 MICIRILES ) PecCIpanIfitioNy LIOCHE. KPAIINIIOpTEPa a60 y ACCLE chetudirawit na npenapat aas
ACCTULEYBANOO AIKAPCEROL0 34C00Y TTpoToko BUPOSHILTER, HARYBAIS TA a1Tai318 GYNO MEPErymuyTO Ta BCTAKOBNEHO BIANOBLAHICTH GMP

Handwiitten signature/
ITime

Day/Jeim: :: ;IT::T: | YeapPin / (‘(
' Qualified Person/

Vnom:ona;ﬁeuﬂ,g.}gnm -
Tog

Date of signatuie®+*/
Jlara mamicanun®*




JIEPXIIKCITY KB A
NTEPKCABHA CIYIKBA 3 JIIKAPCHKUX 3ACOBIB TA KOHTPOJIIO 3A

HAPKOTHKAMH Y KHIBCHKIM OBJACTI

npocnext Banepia JloGanoscskero, 51, M. Kuis, 03110, Ten/daxc: (044) 363-06-50
E-mail: dls.ko@dls.gov.uahttps://www.dls.gov.ua, Kog €JIPTIOY 37078774

BYCHOBOK
PO SIKICTEH BEE3EHOro B YKRpainy JikapesLKoro 3acoly

22.04.2021 Ne 53221/21/10

HIKOPETTE® KPYDKAHA M'SITA

(H'mwcnynamm JHKAPCLKOTO 3'1(:06)! 3TAHO 3 peceTpauiiinum nocmﬁéeunm)
_JILOXSTHHKN npecosani mo 4 mr; mo 20 JnoXsuKIB Y Guin-ynaxosur

(Qopma BHNyCcKy, HO3yBALNSL, BWI NTAKYBaliHs Jikapckikoro 3acaby)

Howmep peecrpautiitnoro nocsinuenss UA/14535/01/02 erpox aif pecerpauiiinoro nocsiguenns 01.01.2099

Cepia nixapeskoro 3acoby Ne AZ456 KinbkicTs BBe3enoro aikapeskoro 3acoby 16956

Bupobuuk - MaxHin AB, IIIreuisn

(nai'mcnynamm Bnpoﬁnmca nucapcmom 3aco0y, :cpama nownmcmm)

Bpesero B Vipaity Tosapuerso 3 06Mexenoro Bignosigansiicrio " komcon 1 Jpkoncon
_Yxpaiua", igenr. won: 35893512

(HaifiMenyBaHHa Ta KOJ 3a €JIPTIOY jopuan4noi ocobu afo nplaaﬂmc IM'SI, 110 GaTHKOBI dizuunol

0CODI ~ MANPHEMLE, 11 MICLC NPOXUBANHA Ta peccTpauilinui HoMep 061iKoBOT KAPTKH MIAATHHKA
rioxarkir afo cepis Ta HOMEP nacnopra)

Mporoxon sizyansuoro xourponto six 04.11.2020 N 3407/6.

JlaGopatopunii ananis AxocTi AkapchKoro 3aco6y saificHeniit:

AL "Lenrpansia jabopartopis 3 anaiizy SKoCTl JIKApChKuX 3ac00iB 1 MeqryHol TpoayKIil"

_(m.Kuiz, Byn.Kyapsscexa 10r)

(HafiMenypanHg Ta MICLIBBH&\O.H,}KBHHH mﬁop'nnpu o nposena mGOpaTOpImH aHani3 HKOCTI)

BHCHOBOK OO SKOCTI Jikapchkoro 3acoby, sumannil sadoparopicro sin 30.11.2020 Ne 3348
PesyartaTy naBopaTopHoro aHanisy sKocTl AikapcLKoro 3acofy 3a NepesIpeHiMH NoKasHAKaMH BIAITOBINAIOTE
BHMOTaM METOJIB KOHTPOJIO AKOCTI (8HANITUMHO-HOPMATHBHOT AOKYMEIITaLLiT).

3a pe3ynvraraMy  AEpKABHOr0 KOHTPOMIO BCTAHOBAEHO, 1O JNikapcekuil 3aci6 BBe3eHO B VYKpalHy 3
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