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AEPIKABHA CIIYKBA 3 JIKAPCBKUX 3ACOER IB TA KOHTPOJIIO 3A
HAPKOTHKAMM Y KHIBCHKIN OBJIACTI

TpocnexT Banepis Jlobamoscekoro, 51, M. Kuie, 03110, Ten/thaxc: (044) 363-06-50
E-mail:-dls.ko@dls.gov.ua, Kox CJIPIIOY 37078774

BICHOBOK
TIPO AKICTH BBE3€HOT 0 B Ykpainy JikapcsKoro 3aC00Y

01.06.2023 Ne 15261/23/10

— ____HIKOPETTE® 31 CMAKOM CBLKOI M'SIT!H
(HaliMeHYRaHHs MKAPCHKOro 3acody 3rinuo 32 peecTpauifiHuM MOCBI ATCIAM)
FYMKa KyBaabHa JIKyBaJbHa 110 4 mr, 110 15 TYMOK JKYBAaABHUX y baicTepi; o 2 Gaicrepn B

KapToHHiH ynakosuj |
(hopma BHOYCKY, MAO3YBANHA, BHI IAKYBAHH JIKAPCHKOro 1acody)

Homep peecrpauiiinoro nocsingenns UA/8878/01/01 CTpOK Al peecrpauiiinoro nocsinuenns 01.01.2009
Cepig aikapcsxoro 3aco6y Ne BP343 Kiabkicts BBe3enoro sikapchioro zacoby 12480

ﬁBHP‘OﬁHHK. | M'a]{Hi'J [ AB,- 1T BE'I_[IiH'

(UaiMeHyBaHHA BIPOOHHKA JIKAPCHKOTO 3acody, KpaTHa DOXoxeHHs )

Breseno s Yipainy ToBapucTBOo 3 06MekeHO BIANOBIXAIBHICTIO "JI:koHCOH i JkoHcoH
| -_Yltpa'l'ﬂa", izent. kox: 35893512 |
(HaliMeHYBAHHS Ta KO 3a CAPTIOY wopuanunoi ocodu ado OPI3BHIE, IM'S, IO batbxoBi PisHunoi

0Co0H - miAMpHeMs, 11 Micie HPOAHMBAHHA Ta peecTpanilinuii Homep obnikoboi KapTKH MNATIMKA
MOJATKIB a0 cepis Ta HoMep macnopTa)

[IpoToKo Bisyansmoro routpomo sin 03.04.2023 N2 0992/1.

3a  pesyinTarani ACPKABHOIO  KOHTPOJII0 BCTAHOBJIEHO, L0 JNKAPCBKNE  2aci0 BBeseno § YKkpainy 3

MOTPHUMAHHAM Bunor 3aK0HOaBCTRA 000 3a0€3NeHEHIIA SIKOCTI TIKAPCHKUX 32C00iE.
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SacTyTIHUK Rauaibrika Biasiry Jlepycantiol
y S AN SAY
CityOH 3 AIKAPCHKIX 3AC00IB T4 KOHTPOILO 3a

4. et .y N Fap: e { "";_:;;'" o
HaproTHKaMiy KeiBchkiftiobmacti
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Pratuct # [Tpoityir:.
Eurocode/ €ppokon:

Spectfication / _'C‘.11emiz'i'ai'l<éi It

Country of manufacture / Kpaina upobuug’ Sweden 7 Hlges.

Manufacturing date/ [aia
BUDODHHTRA:

Date of batch realease*/{ara
BUNYCKY cepii*:

Strength/activity /

CHaa DK THRMISTh:

Expiry Date/ Java saginveniag
CTPORY ApRAATHOCTL:

Package size and 1ype/Posaip ta-
THI NaKYBAHHA:

QUALITY CERTIFICATE CEPTIOIRAT 31 KOCTI

FVITMP-0093 1 rev s

NICORETTE® FRESH MINT/ HIKOPETTE®D 31 CMAKOM CBIKOI AMHTH

6626306

o Batch numbers Howmep cepii:

FRM-00(2216-1,
Pharmaceutical form /

Jlikapewxa dropasa;

3 'y

iy aviiy

Marketing Authorizaton attimber/
Hozep peseipaniiinoro

2027

rveth sicks YeArHK

24 ]

Wiy et

2023 Manufacturer license numbier /
Hoatep ninensii ga supoGamirso:

WL MivaA sty CACEL R

1 chewing gum therapeutic cointains: ncotine-pefymer complex - 22,0 g, corresponding nicotine 4 my '/

BP343

Cliewing guim therapeitic 4 tig ¢

[ysmra wyBanuia sikyBagsua Ho 4y

UAZERTRO1 /0]

'5.9.1.2020-022062

1/2

I rymkasysaneua nikyBaisia AicTHTL: HIKOTHH-TIOAIMEP BT KoMIeke - 22.0 M, o BUIMOBLASE HIKOTHHY 4 M

I 202§  Bateh Quantity/Kinnkicth y 12492

el BT TES yearpry - CEPIT

Consumer units/Crom sy X - OquHIIILL

15 chewing gums in blister; 7 listers ity catton Patk/no 15 ryMok s yBanbiux y Oamcrept; no 2 Barcrep KapTaMHI

yIaKosils:

{TESTS / TECTH

REQUIREMENTS / BUMOLTL

RESULTS/ PE3YJILTATH

Description /
Qg

A square, coated, slightly yellow pieces with a aunty odour with a
size of about 15x15x6 mm / KBagpaTai noaylHeukH 3 RoxpWiTa s
CBITJIO JOBTOPG KONLOPY. POIMIPOA Opiidaano 15% 15x6 s 13
TIAXOM M'ETH

Pass/Blanosiyat

Nicotine identity — HPLC /
laentndikauia nikornuy BEPX

Retention ime matches standayd/
Yac yrpunysanus BIAROH e CTAHAGPTY

Paxs/Branosiaae

Nicotine identity — HPLC/UV diode
arTay ;

AI0LHA AMATPHISA

[tentidixaiig EoTHHY. BEPX/Y

Lambda max matches standard 7
Fuadia maxe. Biii[li}liiﬂuf_(:rili[;’.ia]'l'r}—’

Pass/Bianontjac

Quinohine yellow identity-TLCY
[resTudikania xinoain ¥ HOBTOIO-
THIX

R¥ value matches standard’ 3nauenus RE pixnosizac CTAHAAPTY

Pass/Bunosigar

Assay Nicotine Amotnt /
Kubkictre Biu3nagennss nikotiy

4.0 - 4.4 mgiar

4.1 mgivr

Uniformity of dosage Units M
(Case 2Y/OaMopiaIieTs 10308a11X
otk M (Bunagox 2)

According to Eur. Ph. 2.0.40/
Bianosisuo a0 €sp.hapa. 2.9.40

Pass/Bianosigas

Ipurities®* / Toxdugcpe**

Myosmine / Mio3aig

< 0.3 % of the labeled amount/pia JAMBACHDT KiFLKOCTI

o

Not tested i Tect ue nposonuscs

Cotinine / Kot

< (0.2 % of ithe labeled AMOUN/ B 3a8BACHOT KIALKOCTI

(Micotine cis-N-oxide 7 Hikoran cis-
A N-okcH:g

Not tested /TecT g€ npoBogUBCH

< 0.5 % of the labeled amount/sin 2anenonoi KIfbKOCT!

Not tested /Tect e nposoadses

INteotine trans-N-oxide / Hikoti
trans- N:oxciy

= 1.0 % of the labeled amount/sig saasieno) KiABKOCTI

Not tested /Teer we npopognBes

Nomicotine / Hopuixoriy

= 0.2 % of the labeled amount/sin 3ansaenoi kiALKoCT]

Not tested /Tect He nposomses

P - nicotyrine / §§ - nikoTHpuy

= 0.2 % of the labeled amount/Bin 3auB nenol KigbkooT

Any Unspecilied Impurity /
KoxHot ne igentiahikosarof
HOMUK

r— Eg

Not tested /Teer ye npoBoyUBeA

= (.1 % of the fabeled amount/aix 1asBACHOT KIbKOC T

Sum Impurily / Cysia 1omitiox

Not tgsted /Tect ve nposouscs

= 3.0 % of the fabeled amount/siz 3agsnenof KIHBKOCTI

lcrabi i PN
Microbiological purity*#* ;
Miﬂpﬂﬁiﬂﬂ OI{YHY YHcToTa ¥

According (o Ph.Eur 5.1.4. Non agueous preparation for oral nse /Y

[BERoRitoctis Espibapat 5.1.4. Heaow npeapary g
HEPOPadbHOID 3aCTOCYBaHIN
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QUALITY CERTIFICATE/ CEPTHDIKAT SAKOCTI TV-TMP-00931 rev.s
Produiet 7 ThoayrT NICORETTE® FRESH MINT/ HIKOPETTE® 31 CMAKOM CRIKOT N SITIL
Eurocode/ €apoxoi’ 6626306
Bateh number? Howmep cepii: BP343
Specitication 7 Cneunhikitin; FRM-0002216-1
Country of manufacture / Kpaina miipodhux: Sweden / Ulsenis Pharmaceutical form / Chewing gum tlrerapeutic 4 mg 7
Hikapesra popua; I'yMua skysansna gixysaeHa o 4 e
Manufacturing date/ Zata 2 17 5097 Package size-and. |5 chewing gums.in blister; 2 blisters i ¢arton
BHPOOHHLTRG: d é..,.,-‘_m-i-,,;_ et - 5‘_1.W:,.m type/Possip ra tyiy packae 15 ryMOK R YBaLHIX ¥ dalicreps; to 2
NakyBAHHA: DiticTepi 8 kapToHRL yIIakosL
[ate of batch realedse™®/Jlara 74 ! 2027
BHIIYCKY Cﬁ‘pﬁ*.’ dayiaens . Cantesle wedwigh - M ik
Expiry Date / lata sakinvyennis (1 30725 Manufactirer Heense nombei 7 5.5.1-2020-022962
CTROKY ilpr!ﬂﬂi‘l-IU'c:‘}‘i:. WOTE A LA, Yoat pIk Hmmp-ﬂiuf:u'.;i't'.na i ;-maﬁ!mu"ra‘o:
Marketing Authonzaton nuniber/ Batch o
T . e i e Lo . CONSHINSE UnitACAokNBYNX OaIH
H{}Ma_,p PLCCIpaliHBOro A/RRTR/01/GI Quanhity/Kiaeicrn y 12402 CousUmET nils ! 1 *
TOCRUTHEHHS: copit:

Comments / Kosenrapi:
*Date of bateh release” is a dite When specific batch was cerlified in fub compliance with the GMP réquiremients and eflectronically signed for approval by
“Quaiilied Person at validated computerized system of production site /ffata sunycky cepii - 2ata ko 1aHa cepif Byaa coprediKoBala B IOBHIH

‘Biunosiaiecti 4o eusor HBIT a satsepikena Yrossosaxeiion Ocoboo ULISX0M CACKTPORHOTO MIANICY B Badizosaniit kom'iorep il cHeteni Bupobirsial
BUTHHIL,

**0ne batch out-of ten is1ested for nicotine-related sibstances al release/TIpu SUTIYCKY CIOPUAHEH] peuoBiif HIKOTHHY TECTYIOTS B-OAHITL Cepii 3 fecaTy.
FH0ne bateh-out of lei i tested lor'microbiological quality at release. / [pu sunyexy sikpoSionorivaa yncroTa TECTYCTLOA & OANI CEpIT. 3 ACCHTH.

U Date of signature” shows actual dﬁmwhen-paper_ copy of cerificate was printed-and manually sigied by Qualified Person in accordance with GDocP
/[ata Gisg pyuroro THAIICY - JaTa, KoM Naneposa BEPCIS cepTHRIKaTY BYNia POIIPYKORAHA Ta ATHEAHA Y IOBRORDKENGIO 0cOGTI0 ¥ BLAOBAHOCTE A0
suMoi Hasiesaol Mlpaktuxse Jokysenrysanns.

‘Name and address of manufacturer / Husna  McNeil AB. Stveden, Norrbroplatsen 2, Helsigborg, 25109, Sweden 7
Ta ajipeca RUpoBHHKS: MaxHin AB, Ulseuin, HoppSponnateesi. 2, Xearcirbopr, 25109, Usewin

Certification statements / 3ansa npo cepridicanio:

I hereby certify that the above information is authentic and aceiifate. This bateh of praduct has been manuf: actited, including packaging/ {abetling and qualily
control at the above mentioned site in {ull compliance with the GMP requirements of ihe focal regulatory Awthority and with the specifications in the
Marketing Authorization of the importing country or product specification ile for Investigational Medicinal products, The batch processing. packaging and
analysis records were reviewed and found 1o be in comphance with GMP.

Ll 51 3acBizuyio, wio wasenema sulie Hhopatails ¢ 10CTOBIPHO 'ra_'r-nt;H'ﬂ'ilﬂ;_'i_[mt‘epim npoaykiii 6yiao supoiiieno, rriiodaiouy NAKYBAHHA/ Map® yBAHHA
Ta NPOBEACHO KOHTPOML 1 AKOCT] Ha BHILC I ATHAYeH I Al ARHITIY Y HOBHH BRANOBIAHOCTE 3 sumorasti GMP, BeTaHOBASH UM MICLIERI(A PEFYARTODHMHM
OPratioN, & TAKOH BIINOBLAHO A0 ClielHGikaUifl, o MicTATLCR ¥ precTpatniiosy Aocse kpaims-iMnoprepa ado y gocee cnewndixaniii na fipenapar 4.4
ACCALKYBEHOTO. RIKAPCHKOrO 3acady. [IpoTokoi BUPCONHITEE, MaKyBaNN TA akam3iB Gyno NEPCIAAHYTO Ta BCTAHOBITHO BIANOBIHICTS GMPE.

25 | 2023
day/ gemy month/  year/pik
N . AHcsu,
Handwnitlen ﬁignatﬁef Dale of signature®***; uadified Person Name/
Thanue Hata nianmyucanng*** Yraosrosakenoi Qcobu




