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a S}uewwm-l «gv?mwu company
: QUALITY CERTIFICATE/ CEPTIHIMIRAT SIROCTI TY-TMP-00927 rev.4
Product / Tlponysr: NICORETTE® WINTER MINT/ HIKOPETTE® 3HMOBA M'ITA } |
Eurocode/ €ppoxox: 6889503 ‘: Packaging Bateh/ Iakyoamsia AZ423 i !
' : b cepin | i
Specification / Cneunikais: - FRM-0002515-1 ' Bulk Batch / Hosep cepit: 81675
- Pharmaceutical form / Chewing gum therapeutic 4 mg /
Country of manufacture / Kpaina ppoSue:  Sweden / Iliseuin «  Jlikapcexa dopara: Cyvka sKyBaANbUA NiKYBANGHA 0 4 MP
. Marketing Authorizaton numbet/ |
Manufzcturing date/ Jlar 1 7 2020 Howep peectpatiiuors A/10734/01/02 [ ;
BUPOSHULITBA! : dufies  meRlSOL  MGDH  acebiienie. | : o ‘
Date of hatch realease*/Jlara 14 8 2020  Manufacturer license number / : "
BUNYCKY Ccepii*: dafaoe  oendvsices  yeorpi  FlOMeEp RiLH3 HA papofmniTR; 5.9.1-2020-02296 ‘
Strengthfaclivity / 1 chewing gum therapeutic contains nicotine-polymer comiplex - 22,01ng, corresponding nicoting 4 mg /
Cnna aiifaxmneiicrs: L ryskaskypansiia aikysansia MiCTITE RIKOTHH-MOAIMEPHNR KOMITACKS - 22,0 Mr, wo Bianosinae wikoTiny 4 Mr
Expiry Date / Tepatis MPHAITHOCTI: 7 2023 Batch .QllaﬂiilnyllﬂbeCw b3 25636 x.30 Consumer gnits/ CroKnuBusx ORI
monthfyiesttn Fearpix CCpiT: s ]‘!QS' i ; i
Package sizeand type/PosmipTa 15 chewing goms in blister; 2 blisters in carton pack/15 viymox skyBastbsinx y 6rierepi; no 2 Gaicrepn f xapToHitt
THI NAKY BAINA; ynaxosui 1 il | i 1 o !
TESTS/ TECTH REQUIREMENTS / BLIMOI'IY RESULTS / PE3YILTATH
Beseription / A square, slightly yellow pieces with a size of about 5% 15x6 mum /
Orne KpagpaTni nonyuiey ki 3 NoKPUTTAM CBITID-KOBTOTO KONLODY, Pass/Biznosinae
POIMIPoN HpHOAHIAO 15X]13X6 My
Nicotine identity - HPLC / Retention time matches slandard/
inenTugircanin wikotuny BEPX Yac yrpunysanss bianosinac cranzapty : Pass/Bianosinae i i
' L ' B | i
Nicotine identity — HPLC/UV diode |Lambda nax matches standard / ; i
array / JianSna make. sianosinae cranaapty . . i
lsenTndixaiia mizoTiny BEPX/YdD i Pass/Bimoniisc :
AOMHA MATPHLE
Quincline yellow E 104 identily RT value matches standard/ 3nauciz R BIANOBIE Cramiapry
TLC fnenradixauis xinoajuy Pass/Bianonizae
wosTero B 104 - TUIX i
|
Assay Nicotine Amount / 4.0 - 4.4 mg/ar i | ! '
KinegicHe Mrinauennd uikotny i i 4.2 mgfair e i
Uniformity of dosage Units M According te Eur. Ph. 2.9.40f
(Case 2)/OanopimHicr, aozosannx | Bianosiane ao €sp.haps, 2_.9.4U Pass/Bianopinac

oaHne M (Bimajiok 2)

Impurities** / Jlosimwi**

Myosmine / Mioasin < 0.3 % of the labeled amount/sin 3ansaenol kinskoeti Nol tested /Tecr He nposoausch

Colining / Kotiiiin 5 0.2 % of the Tabeled amount/six sassenoi kinbrocti Not fested /Tect 1ie nposonsci,

Nicotine cig-N-oxide { HikoTun cis- | 0.5-% ol the labeled amount/siz 3assaenol kinbrocti

Not fesled /Tect ne rporonEcH
N-okena S = e . arze e ey = e ol Do ek 6L e HE.
Nicotine trans-N-oxide / Hikonizn < 1.0 % of the labeled amount/ain sagsnerof kigpkocti "
: ! Not tested /Teer ne nponoises
trans-N-ok¢i1
Nomicotine / Hophikorui = (.2 % of the labeled amount/sin 3assnesof kinbroct Not tested /Tecr ue nponoanses
B - nicotyrine / B - wikorpmm <0.2 % of the labeled amount/nia sansnenof kinurocti Not tested /Toet 1e-pOBOANBES
Any Unspecified Impurity / < 0.1 % of the labeled amount/sia sassnenal kinpkocri | |
Koncrrol e inenmudpivopanod P i Nt {ested /Tec He TpoBOANBC i
JeMimEn sl : ; crl i
Sum lmpurity / Cysa nominox <3.0 % of the labeled amount/nin 3azsrcnol KinbrocTi . . ’ 1
i Not tested /Tgcr e NPOBOANBCH
Microbiclogical purity*** / According to Ph.Eur 5.1.4. Non nqueous preparation for oral use/ v
MikpoGiosoriuna uncrora*** BianosiArocTi 3 €ep.Mapym 3:1.4, Hesonni npenaparst ans Not tested /Teer He npopoIECS
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a %ﬁhﬂmaguﬁmm company
QUALITY CERTIFICATE/ CEPTH®BIKAT SIKOCTI TV-TMP-00927 rev.4
Product / TTpogyxT: NICORETTE® WINTER n'i:{'ﬂ\"l‘! HIKOPETTE® 3UMOBA M ITA i
Eurocode/ Enporo: 6889503 ! Packaging Batch/ Takypuna AZA f off ]
: ¢ gepin: !

Specilication / Cneimdikauin: FRM-0002515-1 Bulk Batch / Hosep cepit 81675

o . N PR S . Pharmaceutical form 7 Chewing gum therapeutic 4 mg /

Couniry of manufacture / Kpaina pipoShisk:  Sweden / Llsetis Jlikapeska dopra: : ['yMK MKYBAIEHA TIKYRANBHA 10 4 MT
Manufacturing date/ Jlata 1 o 2020 Package size and 15 chewing gums in hlister; 2 blisters in carton
BHPOGHINTBA; daviachn el vca: — type/Poasip maTan pack/1 5 ryn:ok AcysannHix y Siictepl,no 2
Iyate oF bateh realoase®/Mama ‘| 4 - 8 % : 2U m NAKYBAHHIL. Oricrepnt B:Kapmlmlﬁ ynaxosL . |
SHIIYCKY ccpii‘*: daylaeis moithisicwus i year/pis . ! |
—_— . . 7  oge3 | Manufacturer license number / 5.9.1-2020-022962 §
Expiry Date / Tepmin npiaartuoeTi: R ot Howep ningusit sta supoSuicrEo;
Marketing Authorizaten number/ Batch .

Hoaep peeetpaniiinoro UA/10734/0 1702 © o Quantity/Kinugicts y 23636230 Commtryiiel CRoRIBHR OpE
NOCBIAUEHHE - cepil: pcls

Comments / KosenTapl: ! : ) o !
*Date of batch release" is a date when specilio batehwas ccrl’iﬁed_fin full compliange with the GMP requirements and.¢llectronically signed for approval b v
Quatified Person at validated computerized system of production s;{le {Tlava Bumyeky cepii - BaTa kofm Aana cepis Gyna cepridikosana’s m‘;éuix‘"; T

ninnosiaiocT fo swsior HBIT 14 1078ep/miceia YIOBHOBAKeN010 (060K 11x0M eCKTPONIOTO FiAmICy b Batinonanill Kowm'kTepiiit crerenti supoShipof
AlasKBL, ]

*#*One batch out of ten is tested Tor nicofine-related substances at release /1pi BINYCKY COpinsenl PEUOBHHI KIKOTVHY TECTYIOTL & OAHT cepii 3 aecatn.

##¢One batch out of ten is lested for microbialogical quality at reféase. / Tpu Bunycky aixpoGionoriysa \CTOTA KOHTPONOETECA B O/1HIM Cepil 3 /lecA T,
*+Ex"Date of signature” shows actual date when paper copy of cerlificate was prinied and manily signed by Quatified Person in accardance with GDocP ;
{Jlara Ginn pyuHore NiATKCY - AATA, KOt NGiicpoBa Bepcix cepradlixary Syna posnpykosana Ta NATHCAHS YnosaosaAceHoIo 0c000:0 ¥ ui;ﬁn’oni,‘nﬂecﬁ o
susor Hanewnol [Tpakraki flokyaeirrysanist. i : . ;

! L@ | I
Name and address of manufacturer / Hasea McNei! AR, Sweden, Nor rbroplatsen 2, Helsingborg, 25109, Sweden /
TR AApeca RUPOOHHKA: MakHin AB, [Lipewis, HoppGponnarcen 2, Xeancinrdopr, 25109, Haewis

Certification statements / 3aapa npe ceprudinanitor

[ hereby certify that the above information on English language is puthentic and accurate. This bateh of product has been manufactored, including

packaging/labelling and quality controi at the'above mentioned site(s) it full compliance with e GMP requirenients of the focal Regutatory Authority and
with the specifications in the Marketing Authorization of:the importing country. The bateh processing, packaging and analysis records were reviewed and !
found te be in complinnce with GMP. ) ) ;

LGN A 3ACRIYIO, N0 HABEAEHE B indOPMAIIA RHITIICKKO0 MOBXIO € AocToBipuoo i ounoio. Lho cepilo uposykry G50 BupobiieHo | (BEAUAIOHH
[ARYBAIHS/ANAPKYBAKKS) TA NPAREASHO KONTPONL T AKOCT na sHlesasavenii ninnud y foBHill Bianosianocti 3 siyoravi GMP, scratopacaiain
AMICUEBHY PeryARTOPIIM OPFALON, & TAKO:K siznosiane no encuthisauill Miclenoro peryantopuoro oprany i y sipnosiasocti 3i encudixaiiclo po
peceTpatiitinoro crigolrea kpaiui-innoprepa. [IPOTOKO/N BUPODRIITEA, NAKYBAHNA TA Al 1ani3ie FEperNSyTO TA BeTAROMICHD BEANORIMICTL Buvoray GMP,
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Handwritten signatyie/ Date of signaturg*** *f[lara e ‘ Qualified Person Nﬂm{jfl
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