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QUALITY CERTIFICATE/ CEPTHDIKAT AKOCTY EFRM-0006218 rev.1.0
Product / [tponykT: NICORETTE® FRESH FRUIT / HIKOPETTE® 31 CMAKOM CBINCHX ©PYKTIB
Eurocode/ €epokost: 83193305
B IH it BZ446
Specification ! Crieuudikatin: FRM-0002278-1 atch number / Howep cep
Country of manufactuse + Kpaina supobuur:  Sweden 7 lgenis Pharmaceuticat forny ¢ Chewing gum therapeutic 4 mg /
Jhikapeexa dopasa: Tymxa )ysansna 2ikysatwin no 4 v
Manufacturing date/ Jlatn 20 5 2024 Markeling Authorizaton sumber?
BlpabsiLTea; deyieia monthuicaie yearpiv Homcp pecﬂpauiﬁugrq UA/B92101:402
TIOCATAHCHI:
Date of batch realease*//lara 3 7 2024 Manufacturer license number /
BRIYCKY Cepitk: dayirows  monlficns  wacp  HOMED Aiuessii ka supobinLTBY; SE-H-MIA-24-034850
Suength/activity / | chewing gum therapeutic contains nicotine-polymer complex - 22,0 mg, corresponding nicotine 4 mg /
Cuna aifakruanicre: | TyMKa WyBankHa BiKYBaALUa MIETHTL HIKOTHH-TIONiMepHIR xoMuneke - 22,0 Ar, 100 BiATOBILEE HEKOTHEY & MI
Expiry Date / Tepwmin npugarnocts: 4 20927 Batch Quantity’Kinekicre y 12576 Consumer Units/ CRomiBamy ofsuuis

monfUsicH, year:pig CE;}H.‘

Package size and type/Poxmip7a 15 chewing gums in blister; 2 blisters in carton pack/| 5 rysox wysanseunx y Gaictepi; no 2 Gricreps b kapronuii
THIE IIAKYBHHA, YHAKOBLI

TESTS/TECTRK REQUIREMENTS / BHMOI'H RESULTS/ PE3YIBTATH
Description A square, slightly yellow pieces with a size of about 15x15x6 mm /
Onue Kaagpar«i nofyie K CRITHO-KOBTEI KQRLOPY, PUaMipom Pass/Binnosinse
npubnino F5x15x6 sm
Nicotine identity ~ HPLC ¢ Retention titne maiches standard/
inearadirauin nikoruny BEPX Hac yTpEMyBaHIH BIANOBINAE cTARAApTY Pass/Binnoeinag

Nicotine identity - HPLCAUV diode [Lambda max matches standard / :
array / HamGna make. pignosinac crapnapty . .
Inenrnfixania uikoruwy BEPX/ Y@ Pass/Bianosinac
Rioina MaTpHig
Quineline yeflow E 104 identily Rf value matches standard/ 3iauensn R pinnosinze CTAHNAPTY
TLC/ ineutudpivania xinoniny
#osToro E 104 . TILX

Pass/Binmosigas

Assay Nicotine Amount ! 4.0 - 4.4 mghr
KinsxiCHe BrINaEHIA HIKOTHEY 4.3 mg/mr

Uniformity of dosage Units M (Cuse According (o Eur, Ph, 2.9.40/
2¥0nHopiAHICTE ZO30BAKNK Binnosinno no Cep.bapu. 2.9.40

Pass/Binnosinae
onuets M (Bunagox 2)

Impuritics** / Homimmen**

Myosmine / Mioamin < 0.3 % of the labeled amount/sin sasenenai kinskacti Not tested /Tect ne npososmaes

Cotinine / Koruuiu % 0.2 % of the labeled amount/sin 12s8neHoT kinekoeTi Not tested /Tect we nposomsaen

Nicotine cis-N-oxide / Hikorun cis- < 1.0 % of the labeled amount/aig sasrnenoi kisbKoCTI

Not tested /Teer e nposoasscs
N-ogcig
Nicotine trans-N-oxide / Hikorre | 1.5 % of the labeled amousti/sin sansienat KEtbkae] Not tested /T
teans-N-okcity ot tested /TeeT He nposoauncs
Nowmicotine / HoprixoTus < .2 % of the labeled amount/nin 3ansrenoi ximvkocyi Not tested /Tect ne nposonHaca
B - nicotyrine / § - sikomaipnn £4.2 % of the fabeled amount/vin 3aseRexoi KiaLKooTi Not tested /Teer He npoomipen
Any Unspecified Impunity / < 0.2 % of the labeled amount/sin 3aasnenoi xitbxoeTi
Koxnoi veinerrudixonanol Not tested /Tect ne npasoaraca
ADMIEIKH
Sum Impurity / Cysa zomiwick £ 4.0 % of the labeled amount/sin sassneHol KisxecTi

Not tested /Tecr 11e nposonnacs
Microbiological purity*** / Accerding to Ph.Eur 5.1.4. Non aqueous preparation for oral use £ Y
Mikpobionorivua ukcTora*** Riznonianocti 3 €sp.apm 5.1.4. Heronni npenapaty anz il FecT He nponoansc

il n - g

RCNCPANLHOrD 3ACTOCYBAHIA /‘ﬁ' T
7 PR .
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JIMOHCOH
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laenTidikauinHui
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QUALITY CERTIFICATE! CEPTH®IKAT AKOCTI EFRM-0006218 rev. .U
Product / Tlponygr: NICORETTE® FRESH FRUIT / HIKOPETTEG 31 CMAKOM CBLKHX DPYKTIS
Eurocode? €spoxon: 8393308 i
A L Batch number / Homep cepii: BZ446
Specification 7 Cueustdixaris: FRM-00662278-1
Country of manufacture / Kpaina supobunc:  Sweden { Waestin Phannaceutical form ¢ Chewing gum therapeutéc 4 mg /!
Jhikapeeka gopasa: TyMKa KyBaitbHa JIKYBUILHE 1O 4 MP
Manufacturing date/ flara 20 5 2024 Packege size and 15 chewing gums in blister; 2 blisters in carton
aupoﬁm:unsa: day. el munthiMicaig, WP WE"P"““P T4 THA pack}lS TYMOK KyBIDBHAX Yy Gnic-rcpi; no 2
NaxypaHua: . Saictepn B xapToniil ynzxosui
Date of bateh realease® IlaTa 3 2 2024
BUIYCKY Cepii™; daylhenn ToniaionL WS .
Expiry Date / Tepmin npugartocrs 4 H27 Manufacturer license number / SE—H-MIA-24—034850
MenheaRs yeat pix Homep miuensii Ha supobamyTeo: ’
Marketing Aulhorizaton number’ ‘ Batch Consumer Units/ Crosnsai ot
Howuep peccrpanjiinoro UA/BILEGI:02 Quantity'Kinekiers y 12576 o e g

ADCRIEMEHHSR: cepil:
Comments / Koateurapi:

*Date of batch release™ is a date when specific batch was certified in full compliance with the GMP requirements and ellectronically signed for approval by
Qualified Persan at validaled computerized system of production site //{aTa swnycky cepif - iava xond Aana cepin Syna cepinpikosara e rosHili BiAnoniguocTi
1o sunor HBIT Ta 3aTsepakena Ynosrosmienomn OcoSom wasxom ENEKTPOHHOIG MIANHCY B BANINOBARIit KoMn'loTepHil chcTeni BipoGruuOT BinbruLi,

**(ne batch out of 1en is tested for nicotine-related substances at release./TIipy BUnycKy CIOPUTHENT PESOBHIN HIKOTHHY TCCTYIOTE B Onuilt cepii 3 necaTs.

***Qne batch out of fen is tested for microbiological qualily at release.  Mpn sunycky sikpoBionoriuua wnerors KOHTPOTIOETHCA B oaniil cepii 3 necaTh.

*¥4¥"Date of signature” shows actual date when paper copy of cetificate was printed and manually signed by Qualified Person in accordance with GDocP

7Iava §inn pywioro ninnwcy - nava, konw naneposs Bepeiz cepruixaty Gyna poiapyxoeasa Ta nifnvcana YrosrosakeHon ocolboto y signosiaqocTi no
srntor Hanewwoi Mpakrarn HMokyrentynatma, : :

Name and address of manufacturer / Hazpa  McNeil AB, Norrbroplatsen 2, Helsingborg, 25442, Sweden #
Ta aapeca enpobinka; MakHin AB, HoppGpornarcen 2, Xenscinropr, 25442, ligenis

Certification statements / 3ausa npo ceprudikauio:

I hersby centify that the above information on English language is authentic and accurate. 'This batch of product has been manufactored, including

packaging/abelling and quality control at the above mentioned site{s} in fuli compliance with the GMP requirements of the local Regulalory Authority and with

11 specifications in the Marketing Authorization of the importing country. The batch processing, packaging and onalysis records were reviewed and found to
be in compliance with GMP.

Uapt 5 3acBIAMYI0, 110 HABEACHE 8IS indiopmarin arnificsko0 MOBOKO © AocToBipHOW § oo, Lo cepiro npoaykTy Byito supoacie (EXAI0M2I04H
HAKYBIHHAMAPKYBARNA) Ta NpoOBEACHO KOHTPON T AKOCTI HA BINNEINSHEvenEH SiTbkHu y nesniii BEATIOBIAHOCTY 3 Bintorane GMP, BeTanoBASHEAMH MicugBHM
PETYRATODHHM OPTaKOM, B TAKOXK BIANORIAHO D0 cnenndixauiil Miclesoro PCIYASTOPHOO Oprany i y BiAnosinnocT si cneundikattieno no peectpauifinoro
CcBifonTeA KpATHi-imnoprepa. TIporexonn supobEHitTea, NAKYBAHHS TA AHANI3R NEPErAANYTO T4 BCTAHORNEND BITOBILHICTS BHMorass GMP,

12 7 7024 C@j _ L ;
. ] dayens month: PR pas :
NVE  \Vhéwel . | Y
- Handwritten signature/ Date of signature*+++; Qualified Person Names )
linnke Jlata nignucannateer Iar's ¥ noeHosamkenol Ocods

Hxoncon
\  YKpainayn
R laenTudikauinnni
& on 358935¢2




