JEPKABHA CJIYVIKBA 3 JJIKAPCBKUX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTUKAMMU Y KHIBCBKI OBJIACTI

npoe. Ceitnnunoi Hanii, 3, M.Kuis, 02099, ten/daxc: (044) 576-40-41
E-mail: dls.ko@dls.gov.ua, Koy €JIPTIOY 37078774

BUCHOBOK
PO SIKICTh BBE3€HOI0 B Y KPaiHy JIiKapcbKOro 3acody

29.11.2024 Ne 61225/24/10

HIKOPETTE® CBIZKA M'STA

(nadtmenysannst AikapeLkoro 3aco6y 3riHO 3 PeECTPaLliHHUM TOCBIIUCHHSIM)
cnpeii 1151 pOTOBOT MOPOKHUHM, Jo30Banuii, 1 mr/noza, no 150 no3 cnpero y HET - puraxoni
emuicrio 15 ma, IIET- pnaxon 3 mexaniyunum po3nuaioBadeM i 3aXHCHUM KAAIAHOM
noMiuy10Th y niacTukoBuii yrasip i3 noainponineny, no 1 nnacrukopomy Gyriasipy y
ILIACTHKOBOMY KOHTYPHOMY KOHTelHepi i3 KAPTOHHOI0 OCHOBOIO

(hopma BUYCKY, A03YBAHHI, B TAKYBAHHS JiKAPCHKOTO 3ac06Y)
Howmep peectpauiiinoro nocsinuenns UA/16866/01/01 crpox nii peecrpauiiinoro nocsinuenns 01.01.2099
Cepis nikapcobroro 3acoby Ne CB076 KinbkicTh BBE3EHOTO NiKapeskoro 3acoby 7416

Bupobuux MakHin Ab, LLsewis

(naiiMcHyBanns BUPOOHIKA NKapesKoro 3aco0y, kpalHa HOXOJUKCHHS)

Beesero B Yipainy ToBapucTBo 3 06MexkeHo10 BianoBigaabuicTio " Iaxoncon i [ixoncon
Ykpaina', inenr. koa: 35893512
(naktmenysanns Ta kon 3a CJIPTIOV ropummunol ocobu afo npissuiLe, iM'a, 1o Garbrosi (izuunoi
0co6M ~ TAIPHEML, iT MicHe APOXKHBAHHS Ta peecTpaliftHuii noMep 06RIKOBOT KapTIH TUIATHHKA
nojarkis abo cepis Ta HOMEp nacrnopTa)

[IpoTokon BizyamsHoro kontpomo six 29.11.2024 Ne 3666/4.

3a pesyabTaTaMy  ACPXKABHOTO  KOHTPOJIIO  BCTAHOBJICHO, IO IIiKa])CBKHﬁ 3aci® BBe3eHO B YKDE\.I.Hy 3

AOTPUMAHHSAM BuMor 3aK0HOJABCTRA LOJO 3abesrneteHHs SKOCTI JIIKapChLKUX 3aco0iB.
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QUALEITY CERTIFICATE/ CEPTHDIKAT AKOCTI EFRM-0006219 rev.1.0
Praduct 7 [ponykr: NICORETTE® FRESH MINT / HIKOPETTE® CBIKA M'ATA
. Eurocode/E€npoxoa: 9651803
Batch number / Homep cepii: CBOTS
Manufactured date/ 13 10 2024
Specification / Cricundixauis: FRM-0004199-1 Hara supobunuvsa:  day/ month/ sear!
nenk MiCAUL pik
Batch Quantity/Kinbiicte y cepii: 7416 C(ox.lsumcr units/ Country of manufacture / Kpaiua supobuux: Sweden/tUsenin
Crompsenx ofMuHiL
Date of batch realease®/ 21 10 2024 Expiry date/ 9 2026
Jlava sunycky cepii®: day/  wmom - yea!  TFepmin npupatiocti month/ yea!
ncHb MicRUb pix MiCRIL piK
Strength/activity / Citna aii/aktusnicrs: I m} of solution contains 13.6 my of nicotine, in one injection | mg of nicotine is released in a 0.07 mg

solution /1w porussmy micTiTh 13,6 MI HIKOTHMY, 33 Q)HE BIOPCKYBARHA BHaUILHACTLCH | My
uikorusy 8 0,07 MF posunny

Pharmaceutical form / Jlikapcsxa gopma: Oromucosal spray, dosed, | mp/dose/ Cripeit ans poTosoi nopoxuiin, sozopannii, Iarf 103

150 doses of spray in the PET-botile with the capacity of 15 m!, 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 basc/nio 150 go3 cnpeio y [TET-¢naxoui cmnictio
15 a0, TTET- Gaakon 3 MEXaHititem POINHAIORAYEM | 33XHCHUM KIANAHOM TOMILYIOTE Y RAACTHKOBKT QyTasp i3 noninponincuy, nol
NAICTUKOBOMY QyTRAPI Y AACTHKOBOMY KOHTYPHOMY KOHTCIHEPI i3 KAPTOKHOIO OCHOBOIY

Package size and
type / Poamip 1a
THR NAKYRBHHSA.

Marketing Authorizaton number/ Homep peccrpauifinoro nocsinuenns: UAZ16866/01/01
Manufacturer license number / Homep ninensii 1a supoGumirso: SE-H-MIA-24-034850
Name and address ofmanufacturer / MeNeil AB, Norrbroplatsen 2, Helsingborg, 25442, Sweden /
Hazsa Ta anpeca supobritka: MaxHin AB, Hopptponnarceu 2, Xenncinrbopr, 25442, Ulseuis
RESULTS/
TESTS / TECTH 2 SMENTS
REQUIREMENTS / BHMOI'Y PEIYIARTATH
i, Deseription / Solution from clear to slightly opalcscent, from colorless to light yellow color/ Posuni sin Comply/
Onae 1po30poro no cnabko onanecueHTHOrY, Bin 6eIBAPBHOTO HO CBITAOIKOBTOrO KOALOPY Bianosinac
2. identification/ Inentudicania
Nicotine/ Hixo . .
Footinel RioTuH Lambda max. corresponds to the Standard/ JIambaa makc. sianosinac cranyapry (.Zump? v/
Bianosinac
Nicotine/ Hikotun L X , N
! Retention time corresponds to the Standard/ Yac yrpusysanun sianosiaac cranaapry .C0|npyy/
Bintioninac
3. Assay/ Kinexicae sninavenun
Nicatine/ Hikorus 12,9-14,3 mg/mlmr/un 13,6 mg/ml/ nsr/mn
Ethanol/Etanon 87-112 mg/mi/mr/mn 96 mg/ml/ mr/mn
4. Related to nicotine substances / Caopinueni pesonmus tikoriny
Cotinine / Kovuin <0,3% from the labelled amount / $0,3% sin 3assneHol kisbkocT 2T <0,1%
Nicotine-cis-N-oxide / Hixotun- |
e -N-oKes <0,5% from the labelled amount / 50,5% sin 3asenesol kinskocti N\ <0,1%
) 3% 5
Nicotine trans-N-oxide / Hikoruy ; . - . 1 -)k(oﬂb&“ O *,’ N
mpatic-N-oxen <1,5% from the labelled amount / £1,5% eiz 32a8a€10} KifbKOCT! [—/i} i ( %E g{)ﬁﬁai‘ éé\‘ ré); <0,1%

<0,3% from the labelled amount / 0,3% sin 3ansacuol kinbrocTi ‘}] 3“{&»

Nornicotine / Hopaixoriu
P W\)‘m\\\v\u\/\ 4

m

Myosmine/ MiocMin <0,3% from the labelled amount / €0,3% sin 3anBAHOT KiNbKOCT

I-methyl-3-nicotinoyl-pyrrolidine/ 14

MeTHA-3-HIKOTHHOIABIPPORi K <0,3% from the labelled amount / $0,3% Bin 3asssenol Kiabkocti <0,1%

Any Unspecificd/Byne-axa
necneunpirosana
Sum / Cyma

<0,2% from the labelled amount / 50,2% sig 3aspae001 KiNbKOCY] <0,1%

<3,5% from the labelled amount / 3,5% sia 3aspaenol KinwxocTi <{,1%

§. Uniformity of dosage units/ First; AV<15,0

OmueplagicTh ROIOBANBX Second: AV<15,0, and no individual content less than 0,75M or not more than 1,25M
[OiT Y Nepuntii: AVZ15,0

Ipyritii: AVS15,0, {wonen inauaisyansiuii amict ne menuse 0,75M abo we 6inve 1,25M

Comply?
Binnosinar




QUALITY CERTIFICATE/ CEPTHOIKAT AKQCTH EFRM-0006219 rev. 1.0
Product / Hpostyxr: NICORETTE® FRESH MINT / HIKOPETTE® CBIKA M'ATA
Eurocade / Capokon: 9651803
Batch number { Homep cepii: CB076
Mark‘c(ing Authorizaton number/ Homep pecerpauiiinoro UA/L6866/01/01
Specification 7 Cricundrixanis: FRM-0004199-1 NOCBIAMCHHA i
Batch Quantity/KinnxicTs y cepii: 7416 Country of manufacture / Kpaina nupoGruk: Sweden/[Lnenin
Manufactured date/ 13 10 2024 wpyae of batch 21 10 2024
Jlata sispobusuTna: day/ m'onlh/ yc:af/ reatease! dayi mfmthl year
Henh sieaun pix L Acws Micstb Pk
Nara sinycxy cepii:

6. pHl 8,5-9,5 9,1
7. Microbiotogical purity/ According to Eur. Pharm 5.1.4%* QOromucosal application:
Mirpobiogorivna wncrera TAMC s1G*CFU/

TYMC10'CFU/g

Absence of Staphylococcus aurcus (in 1 g)

Abscnce of Pscudomonas acruginosa (in 1 g)/ Comply/

Binnosiano o €ep. Papm. 5.1.4** Opomykoine sactocynannn: Bianosinac

TAMC <10°CFuU/g

TYMCg10'CFU/g

Bincyrnicrs Staphylococcus aureus (s | r)

Bincyrnicts Pscudomonas acruginosa (s 1 r)

Comments / Kostenrapi:

*"Date of batch release” is a date when specific batch was centified in full compliance with the GMP requirements and ellectronically signed for approval by
Qualified Person at validated computerized system of production site /flata sunycky cepii - nata kony nana cepis Gyna ceprudikosana n nossiii siAnoOBIRNOCTI
10 sMor HBIT ra sarsepioxena YNosHOBaXENO0 Ocofow MARKOM ENCKTPOIIHOIO NiRNHCY B BANILOBAKIH KOMIIOTEPHI cHCTEM] BIPOBHIUOT RiNLHIUI.

** current publication/ pitoue sunanus

*+="Date of signature” shows actual date when paper copy of certificate was printed and manually signed by Qualified Person in accordance with GDocP /llara
Sina pysrioro niankcy - nata, koA nancposa Bepcis ceprudiixary Gyna po3npyxosasa Ta NiARUcana YROBHROBAKEHOIG 0c060I0 Y BIANIOBLIHOCT 10 BitMOr
Hanexwoi Mpaxrixs Jlokymentynanss,

Certification statements / 3napa npe ceprudixauin:

{ hereby certify that the above information on English language is authentic and accurate. This batch of product has been manufactured, including
packaging/labelling and quality 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 batch processing, packaging and analysis records were reviewed and found 1o be
in compliance with GMP.

Lism 5 3aceiguyro, wo nanenena suime indopMaltin anrnificsko0 MOBOIO € SOCTOBIPHOW | TOuKOMW. Lo cepito npoaykry Gyno bipobaero  (BKmIOUAIOUL
NAKYBAHRA/MAPIYBAHH) T4 (POBLALHO KOHTPOML T AKOCTI HA BHWEIA3HAYEHIN NinbluLi y nopniii BianosinnocTi 3 Busmorami GMP, 8cTanoBACHNAI MiCIICEHM
PCryNATOPHIM OPrasoM, @ TAKOX BILNOBIAKO A0 cnerndikauiii MiCUEBOTo PeryaaTopHoro oprany i y signosianocti 31 cneundixauicio ao pecerpauiiinore
epigouTsa Kpainn-iMnoprepa. Tporokonn sBUPoGEUIUTES, NAKYRANHA TA AHANIIIA NEPELAANYTO Ta BCTAROBASHO BIANORIAKICTL Bitmoran GMP,

Ll

13 1 2024 f
& Nes (Z_ &) u day/pents  month/Micaub  year/pix 4
Handwritten signature/ Date of signature™**/ Qualified-Person Name/
Miansc Jara nignucanyg®** Ia'n Ynosuonaxenoi Ocobu

Yxpaina»
Knoum@ixauimmﬁ
xon 358835172 4
b

W2



