AEPKABHA CHYKBA 3 TIKAPCHBKIUX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTUKAMUY Y KHIBCBKIN OBJIACTI

ipos, Ceitmunol Haail, 3, v Knis, 02099, rer/gakc: (044) 576-40-41
E-mail; dis ko@dis.gov.ua, Koxg €APIIOY 37678774

BUCHOBOK
Ipo AKICTH BBE3EHOro B YKpainy JiKapehKoro 3acody

28.05.2026 Ne 25834/26/10

CIAJIIC®

(maibverysanng MKAPCHROTe 38000y 3P0 3 PECCTPARIERM HOCBEUCHENM }
Tabjerky, BRpuTi WiiBkoBo1o ofoaouKkoi0, Ho 3 Mr o 14 rabaerox y duicrepi, no 2 duicrepu
B Hanni

(hopsa BuiveKRy, NOZYBANHE, U HAXYBARAN MKAPCHKOro 3a000y}

Homep peecrpaniibioro nocsimenns UA/7881/01/03 crpox nii peecrpanifinoroe nocsigscrna 01,01.2099

Cepin nixapcsroro 3acoby Ne DBS3528 Kinsxicrs seesgnore mikapeskoro saceby 1523
BupobHEK Jimri C A, Tcnauis
(mafimenysanny aupobaura nikaposroro 3acoly, xpaina noxoprea}
Baeseno 8 Vipainy Cninsue yxpallicbKRO-eCTOHCHKE HIXNPHCMETBO Y hopmi ToBapucTsa
3 ofmekenoro siznosinansuicrio " Ourima-®apm, AT, inenr. xon:
21642228

(zafimerysanss ta ko) 3a CAPHOY wopunwanoi ocobu abo npizsume, iv'd, o darswosi Gizwunod
oc0bn - mxupareMig, I Micne nposusanng Ta peecTpanifnnit nosvep o6mixos0L xapTRy wIaTHEKa
ponarkis abo ¢epin Ta HOMEP acHopIa}

Hperoicea sizyansieTo xoirrpomo sin 26.05,2026 N 1444/6,

3a pesymbTATAME ACPMABHOTO KOHTPOMIO BCTAHOBICHO, WO~ JKapeskmit 5aci6 mecseiio B Vigpainy 3.
JOTPHMAHHAM sipMor 3akoHONABCTEA MOAC 3a0e3NCHCHHEN SKOCTI MKapebruX 3ac00ih,
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THipnnen zareepaske HAs JOKYMEHTY
Hara savsepprenna: 22 vpasua 2026

SHTREDRCHHS Tayna XiMetHee
PiieHas: JaTBSPILKEHD (LODRQ50w iy oom)

3aTeepANE (YIOBHOBAKEHR 0C002 3 AKOCTI } |
_________________________________________ 22 masux 2026 14:48:50 GMT+0000

JarsepKeH s Knaygmiz e Anmeiiga

Pimenns: 3aTREPIKEHO (L6074 lv.eomd

3arBepauB (YIIOBHOBKCHE 0CO6a 3 AKOCTI)
22 tpauax 2026 18:24:08 GMTH3000

ZaTeepKenHsE Mapin IzaGen Bappoco
PlieHHS: 3aTBSPIKEHO Y SOERS Glilly.com)

3aTRepmuB (YIOBHOBAKEHA 0CO6A 3 AKOCTI}
22 magug 2026 18:26:33 GMT-0000

Hepesipus / 3arsepaus
Hopxarwosi gani
He 33CTOCOBRHD

Kornis goxymMerty: Hepepipe i #omep nepci criBmaiae 3 Bepeicio 8 itporpami Koomiti Hoke
Hr woris Byma orpriemana Mapi: Biafen Bappoco 22 tpasus 2026 o 6226 PM GMT-04:40.
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BeiuM, X010 cTocyerses,

Bepeis 2.0 Crarye: Uugamit Aata uabyres gunnoori; 22 tpasas 2026

ATIBKOBEHIAC DR853528 TA446215VUE UA
{Anﬂ}ﬁﬂa ne s FBryorpis, 30
28108 AKOBEHAAC, Manpna)
Tar.: {(H+34)916635600

CEPTHBIKAT AKOCTT

S ancnizyio, mo srasand ke AOPMALIY ¢ RoCTOBIPHOR T4 ToUHO 8l KoGPEIAE NaH, tIG MicTtses § iiporpani Jlapsin

Halimenysanas npoHyRey ra

apcsra hopma:
HAixapeoia dopma:
Hosysanum

BoaMip va s yaakosru:
Homep Pecorpaniiinore

nocsipvens MO3 Yrpatun,

repmiy i
Haszsu, appecu 1a goMepu
JAisedsid seix supobnuis

Hasa marepiany: CIAJIIC TAB SMI” X28BLCD UE
Kopn npogyxry: TA446215VUE
Cepis: . Dg53528
Homep cepii bulk: DR15577
Hara supobaunrsar 22 ciyns 20253
Rara saxiaqeuss repyiny

HpaaRTHoct: 122027

Hara suiyesy: 03 weitas 2025
Kpaiua, simosizansua 1 sunyex:  Ionauis
Poamip cepii: ‘1523

Kpatua: Vrpaiaz .

Clanic®, Tabiemst, Bpun rHskos0io o60NOHROI0, HO 5 Mr

Tabnerks, supuri rinkonoto obonouroio, o 5 Mr
Hiroua penosnna: 1 mabrerka Micrars 5 My ranasadpiny

Tl 14 tabrerox y Gnicrepi, mro 2 Gricrepy 3 xaprousil masyi

UA/7881/01/03; seobumexemnsdl tepMin

Bupobuusk rorosi aixapeskoi dopsin JTinni gens Kapibe Inw.; 12,6 KM 63 Indaurpi Poan
ATIP0Y)Y, Kaponiaa, Hyepro Pixo (FTP) 009835, Cronyseni Hhraru (CHIA). Hepaaana ra

AP onui i suriy

FrOPUHHE yiaaroska, roish ua sanver cepil: Jlinmd CLA,, Asna e na Innyerpis, 30, 28108,

Assrobennac, Manpun, Toranis, Ainensin 0287

O sosninn il BHRNK | KOBTOrO RONLODY Ta MurtarenoniGrol opmi, Meoonyr

rabreTIon 3 e TH QIKaniiuIM RotoM «{5»

Komuouens METOJ THII PEIVJIBTAT OAHIII ~ KPUTEPH
METOAY BHMIPY TIPHAHITTS
Posirnmenns wepes 10 x5, B06049 BEPX Binnosinae -Posinmenss wepes 10xs =,
| «Binnosigaey |

Pozgmnenss sepes 10x8.. BO6649 BEPX 83 Poswpmenns wepes 10 xn >
40

Posunnenss sepes 30 xs. Bi6649 BEPX Binnosigae Yo Pozunnenns wepes 30 xs =~
«Binmosinae»

Posusrenas wepes 30 xa, B{6&649 BEPX 08 % Pozsstenus sepes 3 xa>=
73

Totoxuicss Metonom - RO7158 9 Fl-crerrp sac By fk sxicuo % Flopexp Mac Syoi g HRiCHD

oAt 3 Fl-crertpomM :

SIeRTpoCcKonl (DevoBiHa.
4301940}

ORSREDTE DT 3 F-C1TekT poM Spa3ka
SPA3KA 1TOPI BHALER 1P 8 ZHAKG BHY g
YMOBAN

Ifedi doepsrenns nidnecaridi exexmigionrase aidnscow. Byds dacka, duging iy enapinry t Ridngessy, ww deddrmues dos by, ) g .; ;

PHORBCERNE W SARED RIARIECY
Homep cepii: DESIS2E

Marveplan: TA446215VUE

Konzig moxymenty: Llepeniprie iz sovep sepoll cmetnanae 3 Bepeiens & nporpant Keomizd Howe
sz womta dyne orpeaaia Mapis salon Bappoco 22 tpasme 2024 o 02:24 PM GMT-04:00.
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Bepein 2.0

Crarye: Uannmdt

{Anﬂ}ﬁﬂa ne s FBryorpis, 30
28108 ATIBKOBEHHAAC, (Manpun)
Ters; {+34)916635000

Rara nabyrea munnocri; 22 tpasus 2026
ARBKOBEHAAC DE33328 TA446215VUE UA

BO7000

Haitbinsina Okpenma BEPX <={),05 % HadiGinsima oxpema
HOMItIRa sositxg <=0,2
Oizprgadt 3081 AQZ637 Bizyansuiit  Tabnetit KOBTOTC KONLODY Gizsrassi zonniaii
BIE IS TR MArgRenonitaoel pHrsn = « T abnerc
DOoPMH, HBOOITYIAI OKOBTOTO KOIBODY T3
TabreTky 3 MHEHaRenoni 1ol gopu,
igeHTHOIRANHHTM KOIOM DBOONYKIL TaGReTRY 3
«C3» e ixani M Konom
w5
Busicr Tananadiny BO000 BEPX 99,3 % Bin 95,0-105,0 % zasnnenoro
IGHBNEHOID
BaranbHE KIALKICTS BOTO00 BEPX <=0}, 05 % JarannHa KULRICTS
JEOMLITEGH nomimox <= (1,3
Onopi HicTs Jo3yBauHs BG70LY Y Bixnosinae Orgropingicrs jo3ysas
Eap.Dapm. /Ao, Qaps./Dapu FAPMOHISOBRHHM KpHTepinM = «Binrosiae
CHIA Eap.@apm./ S Oapy./Dapm FAPMOHI30BEHNIM
CIHIA RpITeRisM
Bap @apn /St Dapm./
Papm CHIA»

Hio cepize npoxyruil Oyne supobieHo, BiUROYSIONH NaKYyBaHHS/MEDKYBaHHS T4 JIPOBEHCHC XOHIpONXL SKOCTT Ha
BHIEAE3HARCHI Ainepiued v rosuil sinrosigaoct 3 sivoramit GMP, BomHO BICHIMH MICHEBHM PEryISTOPHIM OPIAHOM, 3
TAaKOK Bignosingoe Ko creudixkaniil, mo micTsrses y roprosift minendil xpaimi-iMiroprepa abo ¥ nocke crensdixaniit na.
HPETERET U HOCHIDKYBAHOT O Hikapesrore 1acoby. Tiporokomn supobustiras, nakysauns T8 auanizia Gyio nepernsuyro 1a.
sUranoReno sinrosi ot GMP, LM 5 38C818yIo, MO Hanekons BRme IHOOPMANIS € JOCTOBIPHOK T4 TOMHO0.

3 noBaroio,

Jhinm CA.

Cmopinka 234

Hedi doxymenm nidnscanni exexmparirian vidnncan. Bydp acka, duelmpes cropingy 1 RISRNCay, Mo dodocmecs dexyronmy dux analioxcienns 2 apsianice woda

WIERHCARREE W Gaptan RIGREY
Homep cepii: DESIS2E

Mateplan: TA446215VUE

Konia moxymenry: Tlepeniprie iz novep sepoell cmeianae 3 Bepoion s nporpant Keonid Howe
ils womta dyne ormavaia Mapis salon Bappoco 22 tpasme 2024 o 02:26 PM GMT-04:00.
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28108 AIBKOBEHAAC, (Manpua)
Tem.; {(+34)916635000

Ceprupiscar sianosimocti

Vein SanikaB e 6coBan:

Hazsa marepiaiy: CIATMC TAB SMEX28BLCD UR

‘Koa npopyxry: TA446215VUE

Cepbu: D83352%
Homep cepii balk: DR15577

Hara supobumnras: 22 ¢iwns 2025
-Hara zaxigvenan repmiay
AR THOCTE 12 2027

HAara sunycKy: 03 woiras 2025
Kpaiaa, sipnosiiaasug 38 SAnyveRT fentanis

Poamip cepii: 1523
Kpaina: Vrpaina

Haiiveuysauus aposyRIy 1a Cianic®, talneriu, ‘ﬂrq}ﬂ*n I BROBOKY OBOROHROLY, N0 5 MY
itikapenya Gopma:

Jdikapeora Gopva: Talneres, srputi niiskozoio obonoHK oW, 110 5 MI-
Hozysauuu: [iroma pesosuna: | raGrerra Micrrs 5 My taganadiny

Poamip va i yisiko Tlo 14 rabnerox v Gricrepd, no 2 Gricrepn 8 xaproumiil mawni
‘Homep Pecerpanifinoro nocsipgenss

MO3 ¥Yrpaiau, repmin i UA/T881/01/03; sneobumesenuit "fe:pmiﬂ

Hasen, axpecs ta gomepy sinenai Bupobunk rorosoi pikapesrot opmu: fisn rens Kapibe tux, 12,6 KM 65
scix supofinugin Erdagrpi Poan(tiP01), Kaponins, Pivepro Pixo (LIP) BO98S, Gnﬂﬁjﬁz&m Hhrars

(CHIA). Ylepauana 18 SropHans VIAReEKE, 202851 43 sunyer cepit: Jlmi
C.A., Asna e s banyerpis, 30, 28108, Ansrobennac, Manpux, Ionanis.
Jigenzin D287

Komesnrapi:

Tio cepiio npoHyRill Gyio BHpOBHEHO, BXIHOWOWN NAKVBAMI/MADKVBAHHS T4 NPOBEAUHG KONIPONL SKOCT Ha
suesasuaveniil nimsauid v nosuil signosigroer 3 sivorasi GMP, RerasonieHuMi MICHEBRHM PEryIsTODHIM OPTAtOoM, & -
TAKONK. BIENOBIRHO Ko CiermIRanii, mo MICTSTRCH ¥ roprosiit minensil kpaiast-imrroprepa abo v nocee oneomsdiraniit Ha
MPeHapaT s JOCHITRYBEHONO FIKapCHKOTo 3aco by, Hinorokonmy sipobaiiriea, Ky BaNHS Tk ananiiis Oyio meperisnyio 1a.
BCTatoneno sinnosigHicrs GMP.

Cepis Oy suretosnens s supobayidt ninsrund JHii nexs KapiGe Tk, ta sanarosana S C A 8 Ansrobennac, fonanis,
BupoGuuirmo sinfysanocs nig HarisoM Hansenoro ta keaxidixonatoroe nepeonany signoainne xo Hacranonn GMP €C,
Bes cuponnna 18 HakynansHl Marepianyt Oyim ApOTeCTOBSH] 1R BHIHAHHMM TAKHMH, Mo BIMNOBINAIONL DOrVARTODRHHM
BHMOTEM,

3pazku Gynm winiGpani 3 niel cepii ta nporecronani B auanituniil naboparopii ta Gyio suINaYeHo, MO BOUN BijroBIKAOT:
aspeectposaniit crenmdicanii (nus. Ceprudirar amanizy).

Pegepenrai apasii niel cepil ta nporoxos sdpobuuirraa Gyno 1aapXiBoBEH0 T2 BOHH MOWKYTE OVTH KoCTynHi 33

Heobxiznoo,

Criopiana 334
el doxymerm nidnncennl etemponnun nisnrcas. Byde Xacra, duelmpes ciofRG ¥ £ e terpty dug damatiostienns 3 indrapvanicn weds
widnieannis ma dapon nidniey

Heaep cepli: DE53528 Maveplan: TA446215VTE

Eouix gorysenry: Tlepenipre s povep sepoll CTHENRaE 3 Bepoier & Hprpant Ksonizt ,E{DR
1z o fyne orpanacs Mapis balten Fappocs 22 tpasms 2024 o 02:24 PM GAT-04:00.
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28108 AIBKOBEHAAC, (Manpua)
Tem.; {(+34)916635000

Byre i sixgimenns sif $4T8epOkeuoro supobinmore rpotiecy, Gy sanokyMertonani; sair Moxke Gyta nodryrmmit sa
Heobxinnoct. |

s cepist Gyna ceprudikosana Io SHIYVCKY 0B MPORAKY YHOREOBAKSHOG 0C0Do0, 10 MiNHCanassy Hiokye, BiIOnINHo 1o
grMor €40,

M st 380BiYI0, W0 HaneNeHa syl HAOPMAaIIs € ZOCTOBIPHOIC T2 TOYHOI.

Big imeni THion CA.L

Crisopirira 44

ey doryimérm nidnvicanui exeikmponsiun nisnncas. Byde Nucka, Suelmpes caopingy ¥ RIBnscay, we Sodacmprs dorymenniy &14 amatiasvrieniis 3 indopnaiicn wods
widnieannis ma dapon nidniey
Homep cepii: DESIS2E Maveplan: TA446215VIE
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Number: CERT-199133 Version: 2.0 Status: Effective Effective Date: 22 May 2026
ALCOBENDAS _D8S3328 TA4402153VUE_UA

3 Aptil 2025 LA BA |
‘Avenida de I Industia; 30
28108 Alccbernitas, (Madiid)
Phone: (+34} 91663 5006

Certificate of Analysis
To whom it may concern,
| certify that the below information is a ifﬂé-r:‘cip‘y and accurate representation of the data contained within Darwin.

Finished Product Name: CIALIS TAB 5MG X28BLCD UE
Finished Product ltem Code: TA446215VUE

Finished Product Batch Number: D853528

Bulk Batch Number: D815577

Bate of Manufacture: 22-Jan-2025

Expiry Date: 12 2027

Release Date: 03-ABR-2025

Release Site: Spain

Batch size: 1523

Country: Ukraine

Product name and pharmaceutical form: Cialis®, film-coated tablets, 5 mg

Pharmaceutical form: fiim-coated tablets 5 myg

fosage: Active substance; 1 fablet contains tadaiafit 5 mg

Size and pack type: 14 tab in blisiers; 2 biisters in carton pack

RC Number inr Ukraine, RC expiration date: UA/7881/01/G3, unlimited period

Manufacturers names and addresses:

Manufacturer of dosage form: Lilly def Caribe inc., 12.6 KM 85th Infantry Road {PR01), Caroling, Puerts Rico (PR) 00985, USA
Manufacturer responsible for primary and secondary packaging, batch release: Lily S A, Avda de la industria, 30,
‘Alcobendas, Madrid, 28108, Spain. MIA; 0287

Physical appearance-Acceptance criteria: Yellow, almond-shaped, tablet debossed “C5"

Componerit. Method Method Typé Result Unit Acceptance Criteria
Dissolution AT 10 BOGG4S HPLE Pass Dissolution AT 40
MINUTES MINUTES="Pass"
fHssotution AT 10 BO6B4S HPLTC 83 Percent Dissolufion AT 10
MINUTES MINUTES>=40
Dissoiution AT 30 BOG64S HPLC Pass Dissolution AT 30

MINUTES MINUTES="Pass"

approver and effective dafe.

Batch Number: DE53528 Material: TA446215VUE i Pagetof4

Docamient Copy: Check that version # matches current version # in QURIRIIE
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Number; CERT-199133

Version: 2.0

ALCOBENDAS_DB53528 _TA440215VUE_UA

Status: Effective Effective Date: 22 May 2026

Dissolution AT 30 B0O6645 HPLC 98 Percent Dissolution AT 30
MINUTES MINUTES>=75
ldentity Compound BO7358 IR The infrared igentity Compound
450190 specim must 4501 80="The nfrared
cotmnpare specirtum must compare
favorably with that favorably with that of the
of the reference reference sampie obiained
sample obtained ‘under the same conditions by
under the same the iR method.”
conditions by the
IR method,
Largest individuai BOTGG0 HPLC <=(3,05 Percent largest Individual Related
Related Subsiance Substance<=0.2
Physical Appearance AD2637 Visual Yellow, almongd- Physical
shaped tabist, Appearance="Yeiow,
debossed with almond-shaped tablet,
identification code debossed with identification
Lo3:) code C 5"
Tadaiafil BO70G0 HPLL 883 Percentof  Tadalafil==85.0 AND
lLabet Tadalafile=105.0
Claim
Total Related BO70GG HPLO <=(.05 Percent Total Related
Substances Substances<={.3
Uniformity of Dosage BO7G17 L Meets Liniformity of Dosage
Unils harmonized Units="Meets hamionized
USPHPhEur/dP USP/PhEur/JP test”
test

This balch of product has been manufactured, including packagingffabelling and guality control at the above mentioned site{s} in

full compliance with the GMP reguirements of the local Regulatory Authority and with the specifications in the Marketing

Authorization of the importing country or preduct specification file for Investigational Medicinal Products.

The batch processing, packaging and analysis records were reviewed and found to be in compliance with GMP.

| hereby certify that the above information is authentic and accurate,

Very fruly yours,
Liffy 5. A.

Batch Number: D853528

TREAL BRI Ol i Vet indnating

This document hias been electronically signed. Please see the aftached signature page for document

approver and effective date.

Material: TA448215VUE

‘Page 2o 4
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Number: CERT-199133 Version: 2.0 Status: Effective Effective Date: 22 May 2026
ALCOBENDAS _D8S3328 TA4402153VUE_UA

Apritzo2zs Ly, 8A
Avenida de la industia, 30
28108 Alcobendas, (Madiid) -
‘Phone: (£34) 91663 50 00

Certificate of Compliance

it is hereby certified that,.

Finished Product Name: CIALIS TAB 5MG X28BLCD UE
Finished Product ltem Code: TA446215VUE

Finished Product Batch Number: D853528

Bulk Batch Number: D815577

Date of Manufacture: 22-Jan-2025

Expiry Date: 12 2027

Release Date: 03-ABR-2025

Release Site: Spain

Batch size: 1523

Country: Ukraine

Product name and pharmaceutical form: Cialis®, film-coated tablets, 5 mg

Pharmaceutical form: fiim-coated iabiets 5 mg

Dosage: Active substance: 1 tablet conizins tadaiafii 5 mg

Size and pack fype: 14 {ab in biisters; 2 blisters in carton pack

RC Number in Ukraine, RC expiration date: UA/7881/01/03, unlimited period

Manufacturers names and addresses:

Manufacturer of dosage form: Lilly det Caribe In¢., 12,6 KM 85tk Infantry Road {(PRO1), Caroling, Puerto Rico (PR} (0885, USA
Manufacturer responsible for primary and secondary packaging, batch release: Lilly S.A., Avda de la Industria, 30,
Alcobendas, Madrid, 28108, Spain. MIA: 0287

Comments:

“This batch of product has been manufactured, inchiding packaginghabelling and quality control at the above mentioned site(s) in
full compliance with the GMP reguirements of the local Regulatory Authority and with the specifications in the Marketing
Authprization of the importing country or product specification file for Investigational Medicinat Produsts.

The batch processing, packaging and anaiysis records were reviewed and found 1o be in compliance with GMP.

‘Was manufactured by Lilly del Caribe Inc. and packaged by Lilly, S.A,, in Alcobendas 28108 Spain.

This document has been electronically signed. Please see the attached signature p
approver and effective date.

Batch Number: D853528 Matorial: TA446215VUE i ‘Pagedof4
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Number: CERT-199133 Version: 2.0 Status: Effective Effective Date: 22 May 2026
ALCOBENDAS _D8S3328 TA4402153VUE_UA

The manufacture was supervised by trained and quaiified personnel in accordance with the EC Guidelines of Good Manufacturing
Practices.

All raw and packaging materials were tested and found o comply with all reguiatory commitments.

Samples taken from this batch were examined and fested in the analytical laboratories and comply with the registered
-specification (see aitached Cerlificate of Analysis).

Reference sampies from the batch and complete records of the manufaciure and testing have been retained and copies would be
availapie if required.

Any deviation from the approved manufaciuring process that were made have beéen completed and the repoits would be available
in case of need.
“The batch has been certified for release for sale by the undersighed who is an authorized Qualified Person according to European
Communily requirements.

{ hereby certify that the above information is authentic and accurate.

For and an bebhaif of Lilly, 3.A.

This document hias been efectronically signed. Please see the attached signature page for document
approver and effective date,

Batch Number: D853528 Material: TA448215VUE ‘Page 4 of 4
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Document Approval Signatures

- Approved Date: 22 May 2026

i ?_-‘_-{Luoegsg@zmy Caﬁe;
o Qualtity Approver I
S| 22May 202674 48 5{; Gmnenm};_ag S

e GMMGDG

e Maris Isabyel Barrose -
f;.ﬂp prwal S (Y0 8856ty o m}
'-'_"V‘-’-'fdic’f ﬂppfﬂve “Quality Approver. B RS
o 22 May 20261836 33 GMT«e-{}aoa-:-j.-;_-';:}f-:-j-j.-:-';'-_:-_.f-_': TR

Reviewer / Approver

Additional Details N/A

A
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