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JNEPKABHA CJIYXKFEA 3 JIKAPCBKHUX 3ACOBIB TA KOHTPO.IIO 3A
HAPKOTUKAMMU Y KUIBCBHKIA OBJIACTI

npos. Ceitmynoi Hanit, 3, m.Kuis, 02099, Ten/daxc: (044) 363-06-50
E-mail: dls.ko@dls.gov.ua, Koxg €JIPTIOY 37078774

BUCHOBOK
PO SIKICTH BBE3€HOI0 B YKpaiHy JiKapchbKoro 3acody

29.12.2023 Ne 65930/23/10

HIKOPETTE® CBIJKA M'SATA

(HalMeHyBaHHA JlikapchKOro 3aco0y 3rifHO 3 peecTpaLifHuM MOCBi THEHHAM)
cnpei U1 pOTOBOT MOPOKHMHH, 1030Banui, 1 mr/xo3a; mo 150 o3 cnpero y ITET- (dhaaxkoni

emHicTIO 15 Mut, ITET- iiakoH 3 MexaHIYHAM PO3NUIIOBAYEM i 3aXHCHEM KJIAIAHOM
NOMIMYThH Y INIACTHKOBHH (GyTisp i3 noainpomiaeny, mo 1 IIACTHKOBOMY (YTJSIPY ¥

NJIACTHKOBOMY KOHTYPHOMY KOHTeHEPI i3 KAPTOHHOK OCHOBOX0
(hopma Bumycky, n03yBaHHs, BUA NaKyBaHHs JIiKapchkoro 3acofy)

Howmep peecrpaniiinoro nocsinuenns UA/16866/01/01 crpox nii peectpaniiitoro mocsimuenns 10.08.2024
Cepis nikapcekoro 3acooy Ne BV250 KinekicTh BBe3eHOTO JTikapcskoro 3acoby 15552

Bupo6Huk MaxHin AB, I1Igernis

(natiMeHyBaHHS BHPOOHHMKA JTiKapchKoro 3acoby, KpaiHa MoXoJKeHH )

BeeseHo B Vkpainy ToBapucTBO 3 00MEXKEeHO0 BIINOBIIAILHICTIO "J>koHCOH 1 /[>koHCOH

Vipaina'", inenr. xox: 35893512

(HaiimenyBannA Ta ko 3a C/IPTIOY ropuaminoi ocodu abo [pI3BHUILE, iM's, IT0 6aTEKOBI Pi3uUHOL
0cobu - mianpuemus, ii Micue MPOXKUBAHHA Ta peecTpalliiHuii HOMep 06IiKOBOT KapTKH IUIaTHUKA
NoAaTKIB abo cepid Ta HOMEp Macrnopra)

IIpoTokosn Bisyansnoro kourpomo ig 28.12.2023 Ne 4204/4.

3a pesynbTaTaMM HEPKABHOIO KOHTPOIIO BCTaHOBJICHO, IO JIKAapCHKMH 3acid BBe3eHo B VkpaiHy 3
AOTPHMAHHSAM BUMOT 3aKOHOAABCTBA LIOH0 3a0€3NeYeHHS SKOCTI JIKapChKHUX 3ac00iB..
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Product / [posnykT:

Batch number - Homep cepil
Specthication ¢ Cngusidirailia:
Batch Quantily'Kinskicts y cepii:

Date of batch realease®/
Hata sunycky cepii*:

Strength/activity . Cina 1V akTHBHICTE:

Pharmaceutical form / Jlikapcsxa dopma:

Package size and
type / Poaip 1a
THIT 3K YRAHHS;

Marketing Authorizaton number/ Homep pecerpauifinorc nocsiaennn;
Manufacturer license number 7 Homep ninensii ua supoBunurso:

Name and address of manufacturer /
Hazsa 1a agpeca snupoBusika:

QUALITY CERTIFICATE! CEPTUDIKAT AKQCT!

NICORETTE® FRESH MINT / HIKOPETTE® CBIXKA M'ATA

Eurocode/Capokon: 9651802
BY250 )
Manufaclured date/ 3 10
FRM-0004199.1 Hara supobiiurea; day: mpnith
ACHL MICR Ik
15576 Consumer uniis/ Country of manufacture / Kpaina sppobuik.
CoomHeyis oiHIuL
day/  montly  year/  TFepmin npupatrocti wonth/ year:
ACHE MicALs pix MICAUS piK

UA/ 168660101
5.9.1-2020-022962

McNeil AB, Sweden, Norrbroplatsen 2, Helsingborg, 25109, Sweden ¢
MaxHin AB, iiseuis, Hopp&ponratcen 2, Xeascinrfopr, 25109, IHaeuis

1/2

S

TV-TMPOEIE] rev.7

2023

year:

pik
Swedendllseus

I mi of solution contains: nicotine 13.6 mg * § M7 pouHy MiCTHTL: HiKOTHAY 13,6 M
Oromucosal spray, dosed, | mg/dose’ Cripeil mas poreaci nopoxunni, 40308avHi, 1M gona

150 doses of spray in the PET-bottle with the capacily of 15 ml, PET-bottle with the mechanical sprayer and a safety valve is placed in a
plastic polypropylene case, 1 plastic case in a plastic contour container with a cardboard base/ne 150 203 cepero y FET-gnakaHi cmuicTio
15 a0, BET- dinaxon 3 mexanignisy po3ninoBadeM i 3aXiCHUM KNATIAHOM MOMILLYIOTE Y MNICTHKORHI $YTRAP 13 TOAHIPONiNEHY, NO]
NRACTHKOBONY QYTNAP] Y IMECTHKOBOMY KOHTYPHOMY KOHTeitiepi i3 KapTOHHEIO OCHOBOIO

. N RESULTS/
TESTS/TECTH REQUIREMENTS / EUMOTH
Q ‘ PEIVALTATH
1. Description / Solution from clear to slightly opalescent, from colortess to light yellow color’ Po3ung sin Comply/
Onnc 1po3opore A6 Cnadko onanecHenTHOro, Big 6e3bapsHoro RO CRITAO-XKOBTOTO KO BOPY Binnosigac
. 1dentification/ lLaesrndixanin
Nicotine: Hi ’
TRIE Lambda max. corresponds 1o the Standard/ JiamGaa maxe. sianoaigac craupapry ?ﬂmp,{ Y
Bignosigac
Nicotine’ Hikorun L 2
Retention time corresponds to the Standard/ Yac yrpusysanns sinnosigac CTAHRAPTY B?omp} %
tnonigac

3. Assay/ KinswicHe Busuayensn

Nicotine’ HixoThg

12,9-14,3 mg/mi/sramn

13,8 mg/ml mrimn

Ethanol:Etanon

87-312 mgfmlamrimn

96 mg/ml/ mrimn

4. Refated to nicetine substances / Citopinnesi pevosnun nixornny

Cotinine 7 Korinix

<0,3% from the labelled amouns / £0,3% eix 3arenesol KinsxoCcT

<0,1%%
MNicoting.rig-N-oxide ¢ Hikotin-
Hzre -N-grCHL £0,5% from the labelled amoun! / £0,5% Bid 3aspA€HOF KiILKOCTI <0,1%
Nicoline trans-N-oxide / Hikotun : o _
) =1,3% from the labelled amount / 51,5% sig 1asBreiol KinkKocTi <{},1%
mpieie -N-OKCH !
S . <(,3% from the | t %o Bi T K i
Nomicotine  Hoprikorir <(,3% from the labelled amount / $0,3% sin 3assneiol Kinskocti <0,1%
Myosmine: MiocMmin <0,3% from the labeiled amount / $6,3% sin 1aseaenol KinskoceTi <{) 1%
f-methyl-3-nicotinoyi-pyrvolidine/ 1-
METH-3-HiKOTH HOLRRIPPOAiSIK £0,3% from the labeiled amount / <0,3% sig 3aaanenoi xinskocTi <(,1%
Any Unspecified/Byab-axa : - :

y p. ¥ <0,2% from the labelled amount / £0,2% 81z 30a8neH0l KIALKACTI <}, 1%
Hecneuudixosana ’
Sum ‘ Cyma : i 5 ;

£3.5% from the labelled amount / $3,5% sig 3aaBReHOT KINBKOCTI <(,1%
5. Uniformity of dosage units/ First: AV<15,0
Oanoplanicre molosannx Second: AV<L15.0, and no individual content less than 0,75M or not more than 1,25M
OBHHAUL Elepeanstit: AV<IS5,0 ?ump_l Y
Binsiosinac

Apyrufi: AVS13.0, s soner imansiiyansanii sMicT He menuie 0,75M abo ke butbwe LISM.
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- - QUALITY CERTIFICATE/ CEPTH®IKAT HKOCTI TV-TMP-0L181 rev.7
= g‘LT?WUH.ig n company
Product : MpoayxT: NICORETTE® FRESH MINT / HIKOPETTE® CBIKA M'ATA
Jurocoede / Cepoxox: 9651802
Batch number * Homep cepif BV250 ‘ ‘ )
| . Marklctmg At_lthﬂnzatun number/ Homep pecerpauiiinero UA/ 1686601701
Spectfication / Cuenstdikarin: FRM-0004199-1 NOCHAMCHAUA.
Batch Quantity Kinnkicts y cepil; 13576 Country of manufacture / Kpaiva nipobusxk; Swedenflliseuin
Manufactured date’ 3 10 2{]23 *Date of batch 23 10 2023
datu supoSuisitaa; dayf menth: ynftrf - day! month/  year/
ACHE ML AdE BiX - ALHE ANCRIL PI¥
*IlaTa sitnycKy cepsi:
6. pH 8,5-9,5 9.2
1. Microhiological purity/ According to Eur. Pharm 5.1.4**, Oromucosal application:
Mikpotienoriuns yncrora TAMC s10*CFU/e
TYMC<16'CFUig
Absence of Staphylococcus aureus (in 1 g}
Absence of Pseudomonas aeruginosa {in | gl Comply/
Binmosizko no €6p. hapa 5.1.4*%* Oposyxoaue 3ACTOCYBAHHR: Bisnosigac
TAMC <10*CFUg
TYMC<I(*CFU/g
BincyrnicTn Staphylococcus aureus (s | o)
BincythicTs Pseudomonas aerugimosa {8 1 )

Comments / KosenTapi:

*"Date of batch release” is a date when specific batch was certified in full compliance with the GMP requirements and ellecironically signed for approval by
Qualified Person at validated computenzed system of production site 7 ara BHITYEKY Cepli - naTa KoMt A3HA cepin Byna ceprndrikosina 8 moBHI 8iANOBIHOCT]
20 sitsor HBITI va saTacpmkena Yuosnosaxerow Oco0oi0 masxon CIEKTPOHHOTO RYIICY B Baninosaniil komsiaTepniil cHeTenmi BHpoSHHso! AinbHi.

** current publication. nirove sinauns

*#*"Date of signature” shows actual date when paper copy of certificate was printed and manually sigaed by Qualified Person in accordance with GDocP [lara
0inA Py4HOrO NiRAKCY - naTA, KOMH (ANEPORS BEPCIS cepradixary Gyna po3apyxoBana T8 MANKHCARA Y AORHOBAKEHOIO 00600 ¥ BiNNOBIAHOCT] 10 BHMOT
Hanexcuof Vipaxrinn Hoxymenryeanus.

Certification statements / 3asna npo cepridinanio:

I hereby centify thal the above information on English language is authentic and accurate. This batch of product has been manuRctured, including
packaging/flabelling and guality control at the above mentioned site(s} in full compliance with the GMP requirements of the local Regulatory Authority and with

the specifications in the Marketing Authorization of the importing country, The baich processing, packaging and analysis records were reviewed and found to be
in compliance with GMP,

Hits # 3acBinMyro, mio siasenena piiLe indopmayis aurnifichKoo MOBOIO C HECTOBIPHOW 1 TOuHOK. Llko cepiio npoayxTy Gync Bupobaeno (Bxouaiown
HAKYBAHHA MAPKYDAKHS) TA IPOBEAENO KOHTPOH [l AKOCTI Ha BHILesA3HaYeHIfi AAbIHLG Y NOBHIT BIAROBIAHOCTI 3 BUMOraMi GMP, BCTAHOBICHHMH MiCLERIM
PETYRATORHHM OPratioM, & TaKOK BIANOBIANHO 40 Cretdixaniii MiCLiea0ro peryasTOpHOra Oprany i v BiANokiHocTi i crieumdrikaUicio 0o peceTpaliiinoro
CBIRONTRA Kpainn-imnoptepa. Mporoxonu BHPOOHHUTES, HAKYBAHKS T2 AHANIZEE NEPETATHYTO TR BCTRHOBNEHG BIAMOBLAHICTS Biiatoran CMP.

( i 'a\

Handweiiten signature!
FHOonic

24 10 2023 2y .
day’aent  mionthiaicaius year'piy \D’ /l LIU ﬁ \}(/Afé W EK
-~

Date of signature**/ Qualificd Person Name/
Hava nianncanun*** Is'a Ynosuosaxerol Ocobn
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