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Product / Tpoaykr:

Batch number / Hosmep cepii:
Specification / Crieundirauia:
Batch Quantity/Kinukicrn y cepii:

Date of batch realease*/
Jara sunycky cepii®;

Strength/activity / Cina nii‘axrushicrs:

Phannaceutical form / Hikapessa gopwma:

Package size and
type / Posmip va
THIT HAKYBAHHS;

Marketing Authorizaton number/ Homep peectpanifinoro nocsindenss:
Manutacturer licerise number / Homep aitiensif na supoGhsiyTso;

Name and address of manufacturer /
Ha3ea ta anpeca BupoGunka:

ON Company

QUALITY CERTIFICATE/ CEPTH®IRAT SIKOCTI

NICORETTE® FRESH MINT / HIKOPETTE® CBI/KA M'SITA

Eurocode/€spoko: 9651801
BA269
Manufactured date/ 21 9
FRM-0004199-1 Hara pupobrmirsa: day month/
ey MICALL

37254x Consumer units/ Country-of manufacture / Kpaina supolumk:

Tunit  Croxusunx ogniius
5 10 2020 Expiry date/ 9 2022
day/ month? year! Tepmin npuaarnocti mionth/ year/
nems MicRUY pix Micngs pis

UA/16866/01/01
5.9.1-2020-022962
MeNeil AB, Sweden, Norrbroplatsen 2, Helsingborg, 25109, Sweden /
MakHia AB, Illsenin, HoppGponsarcen 2, XenvcinrGopr, 25109, Ulseuia

TV-TMP-01181 1¢v.7

2020

year/

pix
Sweden/LIsewis

1 ml of solution contains: nicotine 13.6 mg/ 1 wn poyusany sictuTs: nikoTmty 13,6 M1
Oromucosal spray, dosed, | mg/dose/ Cipeft ana poTosot nopokHui, o308anui, 1Mt/ fo3a
150 doses of spray in the PET-botile with the capacity of 15 mi, 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/no 150 o cnpeto y IET-dguakosi emuictio
15 an, TIET- aakoH 3 MEXAHIYHEM POINIBIIOBANEM | 3AXHCHIUM KNANAHOM HOMITYIOT by ttieTHRosH I dyTasp i3 noninponineny, riol
TIACTHKOBOMY PYTANPI § NAACTHKOBOMY KOHTYPHOMY KOHTeHHEP 13 KAPTONHOIO OCHOBOID

RESULTS/
N NTS MOT
TESTS/ TECTI REQUIREMENTS/ BHMOI'H PEIVIIBTATI
L. Description / Solution from clear to slightly opalescent, from colorless to fight yellow color/ Posais ia Comply/
Onue NPO30POTY 210 CAbKO OMAIECUSHTHOTO, Bil 6eI0APBHOIC O CBITAO-KOBTOFO KOAHODY Bianosizae
2, Identification/ Inenvidirauis
~otnel Tin - - "
Nicotine/ Hikoi Lambda max. corresponds to the Standard! Jiaxibaa make. nianosizae crannapty ?°mp?’ )
Bianosizac
icotine/ Hikor L . : /
hegtingE Hirgsgt Retention time corresponds to the Standard’ Yac yrpustysanns sixnonizac crannapry (;omp!)
Bianosizac

3. Assay/ Kiabgicue usnavenus

Nicotine/ Hikorin

12,9143 mg/mi/scian

13,7 mg/ml? mrimn

Ethanol/Evanon

87-112 mg/mlme/am

96 mg/ml/ s

4. Related to nicotine substances / Cnopianeni pesonunn gikornuy

Cotinine / Kotunin

<0,3% froim the labelled amount f €0,3% sia 3aasaenol xiabkocti

<0,1%
Nicotine-cis-N-oxide / Hikorsm- ‘ . . .
wee -N-okenn <0,5% froin the labelled amount / £0,5% six sasBacuol kinbkocti <0,1%
Nicotine trans-N-oxide / Hikotuu - . .
s o <1.5% from the labelled amount / $1,5% i 3assienor kizsxocti <0,1%.
mpeanc -N-o0xcun
_— . <0,3% from the labelled amount / <0,3% sia 3aseaeHol Kinpkocri ,
Nornicotine / Hoprixotun «0,1%
Myosmine/ Miocsin <0,3% from the labelled amount / €0,3% sia 3aspreHol KiakkooTi <0,1%
1-methyi-3-nicotinoyl-pyrrolidine/ 14
MeTHI-3-HIKOTHHOIANI PO ANA $0,3% from the labelled amount / £0,3% six sassacHol KizbkocTi <D,1%%
Any Unspecified/Byap-ax - s .
st pe fied/By-nia <0,2% from the labelled amount / £0,2% si 32883040 KinbrocTi <0,1%
necneunixopaiia
Sum/Cyma <o 0r ok s < -
<3,5% from the labelled amount / £3,5% sizsasanenol iaskocti <{),1%
2

S. Uniformity of dosage units/
OanopiicTs nososanx
OHH L

First: AV<]5,0
Second: AV<15,0, and no individual content less than 0,75M ar not more than 1,25M
[lepurit: AV<15,0

Hpyruii: AV<15,0, i swonen ingusinyaasnuil saicr ue meniue 0,75M abo ite dinbiie 1,25M

o e
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QUALITY CERTIFICATE/ CEPTH®IKAT SIKOCTI TV-TMP-01181 rev.7
a Qohwon aflofsmon company
Product 7 Ipoayxt: NICORETTE® FRESH MINT / HIKOPETTE® CBUKA M'SITA
Eurocode / €spokox: 9651801
Batch number / Homep cepit: BA269
Lot M j N CEOT 1 1 11
o o Murk'umg AL'uhonzmon number/ Homep peccrpaniitroro UAZI6866101/01
Specification / Crewdixauia: FRM-0004199-1 MOCBIAUCHHA
Batch Quantity/Kinbkicts y cepif; 37254x1 unit Country of manufacture / Kpatua supoduik: Swedén/Iseuia
Manufactured date/ 2 9 2020 wpyare of bateh 5 10 2020
Hata supoGunurea; day/ month/ yeal  ole ase/ day/ month/  year/
neMb MiCRUL pik. ) . uews Micals  pik
Jlara punycky cepir;

6. pil 8595 92
7. Microbiological purity/ According to Eur. Pharm 5.1.4**, Oromucosal application:
MirpoGioaoriuua uucrora TAMC s10°CFU/g

TYMC<10'CFU/g

Absence of Staphylococcus aureus (in 1 g)

Absence of Pseudomonas aeruginosa (in 1 gy’ Comply/

Binnosiano xo €sp. Gapy. 5.1.4** OposyKo3ne 39CTOCYBAHHS; Bianoeizae

TAMC st0°CFU/g

TYMC=10'CFU/g

Biacyrnicts Staphylococeus aurens (8 1 1)

Bigeymuicrs Pseudomonas aeruginosa (s 1 r)

Comments/ Kovienrapi:

*"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 Person at validated computerized system of production site /Jlara BHFIYCKY Cepii ~ tava xoan faua cepis Oyaa ceprudikopana v nosailt nianosiawocri
a0 suvor HBIT 1a sateep/ukena Y noBosaerowo OcoBoI0 WAAXOM €1KTPOHHOIO NIAICY B Bastigonanilt kose'toveprifl CHCTEM supobiiuoT AiakHu,

** current publication/ nitoue Buanis

***"Date of signature” shows actual date when paper copy of certiticate was printed-and manually signed by Qualified Person in accordance with GDocP //lata

Ginst pyyuoro nianucy - aara, ko naneposa bepein cepTuikary Gya Po3apyKOBAHA Ta IIANHCANA Y N0BHOBAKEHOIO 0COBOI0 Yy BIAMOBIAHOCTI. 40 BHMOT
Hanexuoi Ipakriku Jokymenrypauns.

Certifieation statements / 3nsana upo cepridikanio:

I hereby certify that the above information on English language is authenitic and accurate, This hatch of producthas been manufactured, including
packaging/labefling and quality control at the above mentiofied site(s) in full compliarice 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 to be
in compliance with GMP,

Llim 2 3acsizvyio, nio Haseaena Bine iHGOPMALLA AHLITHCHKOI MOBOIO € AOCTOBIPHO i TouHoI. Lo cepiio npoaykTy Gynio supobiaeno. (snodatonm
NAKYBAHHA MAPRYRAHHA) Ta POBEAEHO KOHTPOAb {1 #AKOCT Hay BIHeRAHANEHIR ALHING y nioeuith pianoninnocti 3 srsorasi GMP, seranosienmsin sicuesing
PEIYARTOPHIIM OPrayios, a TaKOK BIANOBIANO 40 crieundikauili Micuesoro perysToporo oprasy Iy sianopixnocri 3i cnewtndixauicro a0 peectpanitisoro
cBizourBa kpainit-imnoptepa. [1poToKoaH BUPOGHNITBA, NAKYBAHNA TA AHANI3E TIEPErASHYTO TA BCTAHORICHO BIANDSIARICTS Brisforan GMP.

(;)""\\M‘\-L \L e day(’z,:cub munthlv':licnub )cif?ri?m D / A {\/ /“l‘ \/OA 6 W

Handwritten signature/ \ Date of signature™**#/ Qualified Person Name/
Mizne Hava manucanus¥** Iz Ynosrosamen
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JAEPXJIIKCIIYXBA
AEPKABHA CJIYKBA 3 JIKAPCHLKHX 3ACOEIB TA KOHTPOJIIO 3A
HAPKOTHKAMMU Y KHiBCbhKIN OBJIACTI
npocnext Banepis JloGanoscrkoro, 51, m. Kuis, 03110, Ten/daxc: (044) 363-06-50
E-mail: dls.ko@dls.gov.ua,https://www.dls.gov.ua, Kon €APIIOY 37078774

BHCHOBOK
PO IKiCTH BBE3EHOro B Y kpainy JiKapeLKoro 3acoby

30.11.2020 Ne 61358/20/10

HIKOPETTE® CBIKA M'SITA
(uafimenyBanHs nikapcrkoro 3aco6y 3rinHo 3 peecpatiitinm TOCBIYEHHMM)
cOpeii 1151 poTOBOY IHOPOKHMHY, fo3oBanuil, 1 mr/no3a; mo 150 no3 enpero y IET- daaxoni
emuicrio 15 mu, IIET- naxon 3 Mexanizaum PO3NKIIOBAYEM | 3aXHCHUM KJIANAHOM
NOMIINYIOTH Yy IIACTHKOBHIA ¢yrasp i3 moninponineny, no 1 nacTukoBomy QyTasipiy

IIACTHKOBOMY KOHTYPHOMY KOHTelHHepi i3 KapTOHHOI0 0cHOBOKO
(opma Bunycky, nosysanns, sug NaKyBaHH JiKapcbkoro 3acoby)

Howmep peecrpauiiinoro noceinuenns UA/16866/01/01 CTpoK Aii peectpauifinoro nocsiguenns 10.08.2023

Cepis nixapcskoro 3acoby Ne BA269 Kinbxicrs BBE3€HOrO MiKapenkoro 3acoby 37224

Bupo6uuk MaxHin AB, IlIseuis

(nalimenyBanus BupoGHuKa nikapcrkoro 3acoBy, kpaina TIOXCDKEHHS)

Bpeseno B Vipaiuy ToBapucrso 3 o6mexenoro Binnosinaasuicrio " Iokoucon i I>xoncon

Yxpaina", ineur. xox: 35893512
(ualiMeHyBanns Ta KOx 38 CHPTIOY 1opumuunof oco6u a6o npissuie, iM's, no GaTekosi thisuaroi

ocobu - nignpuemna, i Micue NpOKHUBAHHY Ta peccTpatifinnil Homep o6nikosoi KapTKW NNaTHUKa
nonatkis abo cepis Ta nomep 1acnopTa)

IIporokon Bisyansnoro konrposto six 30.11.2020 N 3899/1.

3a  pesynsTatamu ACPHABHOTO  KOHTPOJIO  BCTAHOBNEHO, IO nikapcekuit  3aci6  BmeseHo B Vxpaiuy 3

MOT 3aKOHOZABCTBA IOA0 3a6e3NeUe N s AKOCTI Nikapchkux 3acobis.
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- JEPXJIIKCIIVKBA VKPATHU
AEPKABHA CIIVIKBA 3 JIKAPCHKHX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTHUKAMH Y KHIBCHKINA OBJACTI

npocnext Banepis Jlo6anoscrkoro, 51, m. Kuiz, 03110, ten/daxc: (044) 2753030
E-mail: dis.ko@dls.gov.ua, Kox €JIPTIOV 37078774

BHCHOBOK
PO SIKICTH BEE3¢HOro B YKpaiHy Jikapebkoro 3acofy

30.06.2020 Ne 28774/20/10

HIKOPETTE® CBIKA M SITA

(nafiverypasEs nikapcskoro 3acoly 3rifHO 3 peccrpauiinm TIOCBIAHEHEAM)
enpeii g POTOBOT MOPOKHUNY, 1030RaRMiL, 1 Mr/103a; no 150 no3 cupero y ITET- duraxoni
emaicTo 15 v, IIET- ¢irakoH 3 MeXaBRITHMM PO3NEIIOBATEM i 3aXHCHAM KoM
NOMIMYIOTE Y WIACTHROBAH (yTisp i3 moxinponineny, mo 1 INIACTHKOBOMY (GyTasipy y
[LIACTHROBOMY KOHTYPHOMY KOBTeHHEpI i3 KApTOHHOI0 0CHOBOYO
(bopma sumycky, KO3YBAHHS, BHA TAKYBAHAR IRAPCEKOIO 3acoby)

Howmep peectpanitinoro nocsimenns UA/16866/01/01 crpox nif peecrpauiifioro nocrimeerus 10.08.2023
Cepis nikapesxoro sacofy Ne AY156 Kimekiets saesenoro nikapeskoro sacoby 29700

Bupofayk MaxHin AB, HIsenis

(nalivenysanns BUpOGHIKA NikapCeLKOTo 3206y, Kpalta HOXOIKEHHS)

Bseseno B Ykpaiay TorapucTso 3 06mexeHoI0 BinosinansnicTo "Maoucon i JTaoncon
Yxpaina", inewr. wox: 35893512 :

(natimerysanuy ta xox 3a EIIPTIOY 10pumianot ocobu abo npiseulle, IME, M0 6GarsxoBi hizutuzol
ocobu - mianpreMus, if Micre npoXkUBauEs Te peecTpaNiiEu HOMep o6nixoROT KapTRY TINETHAKA
niozatkie 260 cgpif T2 HOMEp1acHopTa)

IIpoToxon Bisyamsnoro korTposo six 18.06.2020 Ne 1862/3.

3a pesyneTaTaMH AEPHKABHOTO KOHTPOIK BCTAHOBMGHO, WO Jikapcekmif 3aciG sBeseno B Vipaiwy 3
A0TpHMal OT 3a8KOHOAABCTBA MOXO 3alesmedends AKocT AIKapehkiX 3acobie.

Onexciit COJIOJTPAA

(inimiany Ta npizsEme)
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afJobaon offofmon company :
QUALITY CERTIFICATE! CEPTH®MIKAT SIKOCTI TV-TMP.Q1 181 rev.5
Product / Mpoayxr: NICORETTE® FRESH MINT / HIKOPETTE® CBIAA M'STA
Packaging Batch / [aiybansra cepis: AY156 Eurccode/€ppokon: 9651801
Bulk Bailch / HoMep cepit: 78226 Manufactured dates 2020 5 H
Specification / Creundixauia: FRM-0004199-1 Hara sapofiowarsa; yead monlhi day/
; pix MicHth ke
Batch Quantity/KinbxicTs y cepit: 29712x} unit Country of manufacture  Kpaina pipodunx: Sweden/l[senia
Date of bateh realease™/ 20200 5 18 Expiry date/ 2022 5
Jara punycky cepit*: yeat!  month!  dayl  Tepwmin npuaatiocti yead montht
P MICREL ACHE Pik sicans
Strength/activity / Ciina aii/aktnatiicts: 1 ml of solution contains: nicotine- 136 mg/ 1 8z posmny mietire: nixeriny 136 mr
Phannaceutical form / Jlikapcska dopsia: Oromwuicosal spray, dosed, | mg/dose/ Cripet aas porosol nopécrii, 030z, 1a/ ao3a

150 doses of spray in: the PET-bottle with the capacity of 15 ml, PET-bottle with the mechanical sprayer and & safety valve is placed in &
plastic polypropylene case, | piastic case in a plastic contour container with & cardboard buse/no 150 zos crpeio y TTET-urakoni esmictio
type/ PoasipaTin 15 s, TIET- dhagwon 3 sexasivn PORMATORANEM | 3AXHCHIM KAARAROM NoMiUmIOTyyY unactiresall ytasp iz nosinponineny, el
THIKyBAHIA MIACTHROBOMY BYTAAP] Y NAGCTHKOBOMY KOHTYPHOMY KoHTeilHepi i3 KapTORI0 OeHOBNIO

Package size and

Marketing Authorizaton numbei/ Homep peectpauiitnoro nocainuesns; UA/16866/01/0
Manufacturer license number / Hosep miuensil va supoSrnurso: 6.2.1-2018-008053
Name and address of manulacturer / McNeil AB, Sweden, Norrbroplatsen 2, Helsingborg, 25109, Sweden/
Haen 1o ampeca sipobunka: MaxHin AB, 1lseuis, Hoppbponsarcen 2, Xenscinsdopr, 25109, Weexis .
Bl - T RESULTS/
TESTS/TECTH REQUIREMENTS /BHMOI'H PE3YJILTATH
1. Description/ Sotution fram clear 1o slightly opalescent, from colorless to light yeliow color/ Possisi sin Comply/
Onue npo3opore 4 cnalxo onanecuesTioro, sin SeaGapeHaro 1o CRITAO-KOSTON) KOALApY Binnoninac
2, Identification! Inentidinaiin
Nicotine/ Hikorui . foli A Comply/
Rf value corresponds to the Standard/ Suaueuns Rf siznonine crauaapy T

Nicotinef Hixor ¢ iz ; : C Y

reotner Flixamn Retenlion timie corrgsponds to the Standard/ Hee yrpasyaass siznoninge cranuapry Qomp !)f

Bianonipae
3. Assay/ Kiabricné snigagennn
Nicoline/ Hikornu 12,9-14,3 mg/miArfsn 13,5
Ethanol/Eranos 87-112 mg/mlfnr/sin 98
4. Related to nicotine snbstances / Cnopinuéini pegormun nikornny
Cotinine / Kornrin <0,3% from the labelled amount / €0,3% sin sasanenol kinskocri <0, 1%
Nicotine-cis-N-oxide / Hikoriei- : ) )
O N <0,5% from the labelled amount / £0,5% vin sassaeiol kinerocri <0,1%
Nlco.lme.lmns-i‘;lknmde L <1,5% from the labelled amount / £1,5% six zannnenof kinskocrs <0,1%
mpaie -N-0KeHa
g, o} = A

T T — <0,3% froim the labelled amount / s0,3% Bin 3aapnenoi inskocri <0.1%
Myosmine/ Mioomin <0,3% from the labelled amount / £0,3% gin 3assaexnol kinskocri <0,1%
[-methyl-3-nicotinoyi-pyrrolidine/ 1+
setan-3-nikornioianippoaiani <0,3% from the labelled amount / <0,3% six sasiprenol xinskoeri <0,1%
Ay Ump?c'ﬁ"‘d”hym"“a <0,2% from the labelied amaunt / 0,2% sia 3asBieHod kinkkoeri <0, 1%
Heencitgikopana
SumdCrea <3,5% from the labelled amount / §3.5% it sasenesol kinskoeTi <0,1%
5. Uniformity of desage units/ Oanopianiets 10308810 onunis
Weight deviation Liquid dosage
forms M (case |}/ Binxunenus smci
Piaxi Jlixgpcm{i %)op'::i M (B“ﬂa:m:( According (0 Bue, Pharm** 2,940/ Comply/
1y ’ Binropinuo no €xp. Gapu,#* 2.9.40 Binnovizxac

/. au- FAZYF om /ﬁﬁf,?p/
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McNel

QUALITY CERTIFICATE! CEPTIHDIKAT SIKQCTI TV-TMP-01 181 rev.5
2 Gohuon ofohmmon company

Product / [Tpoaysr: NICORETTE® FRESH MINT / HIKOPETTE® CBINGA MPHTA
Packaging Batch / Ilaxysanuua cepin: AY 158 Eurocode / Caporoa; 9651801
Butk Batch / Homep cepii: 78226 Marketing Authorizatoi nivitber/ Homep pecerpiiiiiinoro UA/IG366/01/01
Specification / Crerndpikaniz: FRM-0004 199-1 TIOCBIZEHHS:
Batch Quanitity/Kiankicrs y cepii: 29712x1 unit Country of manufacture / Kpatira supoSuuk: Sweden/LlIpeuis
Manufactured date/ 2020 5 1 spaie of batch 2020 518
Jara sy poGHITRLY year/ month! day! realensel year/ montly  day/

2 pik MicAILs HeHb. pix MICRUE  NeHB

* lara suanyexy cepii:
pH 8,59,5
92,1

6. Microbiological purity/ According to Eur. Pharm 5.1.4/-Oromycosal spray Comply/
MixpoGiomoriima ierora Bignosizgno so €sp. Mapa. 5.1.4 Opotykoaire 3aCTocyBakHs Binnonizae

Comments / Keseirrapl:

*“Date of balch refease” is a date when S{Jmf“ ic balch was certified in full compliance with the GMP requirements and ellectronically signed for approval by
Qualified Person at validated computerized system of production sife /]Tara Binyexy cepif - zata komr aana cepis Gya ceprugiosnia s noBiiH Biznoniceri
o sivor HBI ra sarsepauena Y nosHosaskeron OCoGoi0 nMAX0M SAEKTPORKOMO NINNICY B BANIIOREKII KOMNIOTCpRIlt cicTes BipoBurol FinsrnLi.

** cirrent publication/ aitoue suganis

**¥"Date of sigrature™ shows actual date when paper copy of certificate was printed and manually signed by Qualified Peeson in accordance with GDacP /flata
Giza pyunoro nianicy - fata, kol naneposa repeis ceprndiiaty Gyna po3ApykoRaia Ta NiANHCAKE Y NOBHORIKEN0I0 0c0D0I0 Y BILNORIANDCT AD AINIO
Hasexcof Tpaxtixn Jokysentynains,

Certificatlon statements / 3auis npo cep?ud)ixmiim:

T hereby certify that the above information oiy English latigunge is authentic and accurate. This batch of produet bas been manufactured, including
packaging/labelling and quality conlrol al the above mentioned site{s) in full compliance with the GMP requirements of the local Regulalory Autliority énd \uti
the specilications in the Marketing Authorizetion of the iinporting country. The batch processing, packaging and analysis records were reviewed and found to be
in compliance with GMP.

L 2 3ac8ia4yio, 10 HABEICHE BITLUE iHGOPMALIN AHIAIHCEKOIO MOBOK ¢ AGCTOBIDHOID | Tourow, Lo cepuo fipoayxTy Gyno supeBneno  {Bxmoualoun
nasc)’aulnmhmpxyaamm) T& POBEASHO I\OI%TPDJ‘Ib if akocri Ha nnmes’i:ma-lemu }llﬂh}illill Y l’lOBHIﬁ B!.E.FIOBIJ.IHDCTI 3 BUMOTamMit GMP BCTAHOBAEHAANI mcueuu\l
pervnﬂmpmm OpraioM, 4 TaRoE sinnoeiane xo cneundikauil Micuesoro per}nnmpllora oprany iy sianosinnocti 3 cneundikaticio 1o peectpatilinoro
eBigoTRA Kpalsi-isoprepa. [IpoToxomr BHPOSINLTES, IAKYBAKIS T& AN NCPEFEHYTO TA BCTAHDBEND BiANOBIAHICTH nuMoray GMP.

QQ\\OW de [;\af 20005 Lo ‘BEQ"‘M_ Uémf Y

Handwritien signature/ Daic of signature®#*/ / Qualified Person/
Hianue - Jara nignucaing®** Yinosnopaena Ocoba
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