AEPXIIIKCIIVIKBA
J.IEP}KABHA CJIYKBA 3 JIKAPCHLKHX 3ACOBIB TA KOHTPOJ]IO 3A
‘ HAPKOTHKAMH -
YV JHITPOHETPOBCBKII OBJIACTI

I;[Hmpo, . CoﬁopHa4 k. 601-603, 49027, 1. 0-56-745-23-86, 0-56-745-23-87, +38(066)345-41-71
E-mail: dls.dp@dls.gov.ua,https://www.dls.gov.ua, Kox €JIPI'IOY 37070665

BHCHOBOK
npo SKicTb BBE3€HOro B chpamy JikapchKoro aacoﬁy
C 1712020000 | - 3 ' CNe 62543/20/04
MOHYPAJI

(Haﬁmeuynauux nikapchkoro 3acoby 3rifuo 3 peccTpauifnum HOCBUI"!CHHHM)
rpanynu AJIS OPAILHOTO PO3THHY N0 3 r; mo 8 r mpenapary (3 r giroaof peqonmm) B
nakeri; no 1 naxkery B KapTonum TIAYI

(fopma BHNYCKY, H03yBAHNS, BHI IAKYBAHHA JTKapCEKOro 3acoby)

Howmep pecctpauitinoro noceizuerns UA/9833/01/01 crpox aif pcecrpaumuoro nocsizuenns 01.01.2099

Cepis AiKapcuKOro 3aco0y Ne 374527 Kinbkicts BBe3€HOro nikapcskoro sacody 15904
BHpOGHHK ‘ 3amGon Caituepnann Jita, Hseitnapia
(naltmenypauna RupobGHHKA Nikapcekora 3acoby, Kpai'ua noxo.mxemm)
Bresero B Vxpaity ToBapucrso 3 00MexkeHo010 BiiNOBiZaAbLHICTIO "Ba,I[M", i.mem' KO
: 31816218

(HalimenyBanHs Ta koA 3a CJIPTIOY ropunu4Hoi oco6u abo npissruie, iM'd, o GaThkosi
(iznunol ocobu - minnpuemiis, 11 Micue npoxueanns Ta peecTpauilinuit Homep o6nikoBoi
KapTKH [UIATHHEA NOZATKIB 00 cepis Ta Homep nacnopra)

HpoTokod BI3yAILHOTO KOHTPOW sin 16.11.2020 N 03-01/3841/1.

3a pe3ynbTATAMH JEPKABHOTO KOHTPOMK) BCTAHOBNEHO, IO JiKapchKuM 3aciG  BBe3eHO B YEKpainy 3
AOTPHMAHHAM BHMOr 3aKOHO/IABCTBA MO0 3abesnedeHHs SKOCTI AiKapehkuX 3acobip.

B.o. Havaneurka JlepxaBHol ciyxGu 3
JIKapCBKHX 3ac0o6iB Ta KOHTPOTO 3a
‘HapKOTHKaMH y llmnponemponcwm
oﬁnacn

(nocagosa ocoﬁwm#‘&
i « ?UN" -’9%

~ €rop BOJIKOB

"
e

N

'-( HARMMC) it (iniuiand Ta npispHie)

Cairnana Bouaphikosa +38(066)345-41-71



* Tel. +41 91 9604 240
Fax +41 91 9664 351

CONTROL QUALITY LABORATORY
JNlaBGoparopis KOHTPOMIO AKOCTI

MFG. DATE: 15.09.2020
Oata supoGHuurea: 15.09.2020

MANUFACTURING COUNTRY: Switzerland

Kpaina-supobHuk: Lsenyapis

MANUFACTURING AUTHORIZATION: Nososé19 "L

BupoGHuua niueHsia: Ne 505919

ZAMBON SWITZERLAND LTD.
Via Industria 13, 6814 Cadempino, Switzerlahd

Ten. +41 91 9604 240
Gaxc +41 91 9664 351

ANALYSIS No.: 040000215560
Ne aHanis: 040000215560

EXP. DATE: 09.2023
Tepwmin npyaatHocrti: 09.2023

3AMBOH CBITLIEPNIAHA NTA.
Bia Ingycrpia 13, 6814 Kagemnito, lLiseliuapia
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IMPORTING COUNTRY: Ukraihe
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Kpa'u‘ug-imnopTep: YkpaiHa

CERTIFICATE OF GMP COMPLIANCE: No 19-0696
Ceprudikat BignosigHocti GMP: Ne 19-0696

PRODUCT: Monural, granules for oral solutlon 3 g; 8 g of drug (3 g of active substance) in sachet; 1 sachetin

cardboard pack

1

Mpoayk: MoHypan, rpaHysiu s OpansHoro poaquny no 3 r; no 8 r npenapary (3 r Agito4oi peyoBnHN) y nakeTi; fo 1

nakerty B KapTOHHIM navui

ACTIVE SUBSTANCE (per 1 sachet): fosfomycin trometarnol 5,631 g, equivalent to 3 g of fosfornycin
[itoya peyosuHa (Ha 1 nakeT): hocchomiumHy TpomeTamon 5,631 r, wo exsisaneHTHo 3 r docdomiLmHy

REGISTRATION CERTIFICATE No: UA/9833/01/01 unlimited
PeecTpauiliHe noceigueHHs Ne: UA/9833/01/01 Gescpokose

BATCH Ne.: 374527
Cepisn Ne: 374527

BATCH SIZE: 37216
' Poamip cepii: 37216

IR & S | [
2 {

CERTIFICATE OF QUALITY / CEPTU®DIKAT AKOCTI

TESTS .
NOKA3HWKWN
Appearance
Onvne
Identification:

laeHTrikauis:
A) Identification of fosfomycin trometarrol
laeHTdbikaLis docchomiumHy TPOMETAMONY

B) Identification of fosfomycin*
laeHTudikavin cochomiLmny*

C) Identification of trometarnol*
laeHTUdikaLia TpomeTamony*

Assay of fosfomycin trometamol

KinbkicHe B#3Ha4yeHHsA dochomilmHy
TPOMEeTamMory

Average net weight

CepepgHs maca

Uniformity of mass
OpHopigHicTs Macy

Solubility in water (weight/vo'lume) ' .
PoaunHHicTb y BOAI (Maca/ob'em)

Appearance of 15% solution
Onuc 15% poaunHy

pH-of 15% solution (weight/volume)
pH 15% poaunHy (maca/ob'em)

SPECIFICATIONS,
CHELINPIKALI

White granular powder with a characteristic odour of
inandarin flavour
TpanynbosaHuii

XapakrépHum -
apomémsaTopa b &

riopowok  Ginoro

3anaxom

Konbopy 3

e
"

S

HPLCI o
BEPX

TLC
TLX

TLC
TLWX

At release/ At the end of shelf-life/
Ha momenm sunycky
5,35 — 5,91 g/sachet
(95 —~ 105%)

5,35 - 5,91 r/nakeTt
(95 ~ 105%)

8,00 + 5%

8,00 + 5%

5,07 — 5,91 g/sachet
(90 - 105%)

5,07 — 5,91 r/nakeT
(90 - 105%)

18/20 +7,5%,; 2/20 £ 15%
18/20 £ 7,5%; 2/20 = 15%

Within 60 sec
B .TéhieHme 60, ceK

Homogehéous opa]escent solution

g FombreHHMm onanecueHTHmm poatwm

40 50
4,0-5,0

MaHgapuHOBOro

[pomszom mepmiry npudamHocmi

»

RESULTS
PE3Y/IbTATU

Conforms

Binriosizae

Positive -
IMoanTtueHo

Positive
MoauTtunaHo

Positive
Mo3nuTueHO

5,50 g/sachet
(98 %)

5,50 r/nakeT
(98 %)
7,849

7u~rl"

Conforims
Bighioeinae

<60:sec
<80 cek..

Coniorms
Bipnoidze

4.5
4,5
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ZAMBON SWITZERLAND LTD. 3AMBOH CBITLIEPNAHA NTL.

Via Industria 13, 6814 Cadempino, Switzerland Bia Infiycrpia 13, 6814 Kapemnitio, Liseiiuapia

Tel. +41 91 9604 240 .S B Ten. +41 91 9604 240

Fax+41919664351 - ' Oaxc +41 91 9664 351

”'f‘- . K .
TESTS SPECIFICATION_S RESULTS
MNOKA3HUKN CMEUU®IKAL PE3YNIbTATU
Water (K. Fischer) Notmore than 0,5% 0,1%
Boga (K. diwep) “He BingLie 0,5% 0,1%
ng, ;\ ‘*l &1 Wit F Ao, g

Related substances: " At release/ ’ At the end of shelf-life/
CynposiaHi AoMiLLKy: . .Ha MOMEHm eunycky Tpomsizom mepmiy npudamHocmi
- glycol derivative “Not rmore than 0,3%  Not more than 1,0% Not detectable
- rNVKonbHOE noXiaxe He 6Ginbwe 0,3% He 6iriblue 1,0% He Busishexo
- Impurity A = 1-hydoxy-2-trometarhoyloxy- Not more than 0,3% Not more than 2,0% Not detectable

n-propyl phosphonic acid

- foMmilka A = 1-rigpoKcu-2-TpoMeTamoioKeu-
n-nponun cocdopHa knucroTa

- Impurity B.= trometarnol phosphate ester

- pjomiluka B = dhocchaThuii edip TpomeTamony
- Impurity C = trometamoyloxy fosfomycin dimer
- nomilka C = gumep TpomeTaMoiNoKken
chocomituHy

Integrity of sachet (leak test)#
LiinicHicTb naketa (nepegipka repMeTUYHOCTI)#

Microbial contamination**
MikpoBionoriuHa yncroTa**
TAMC/Bakrepil
TYMC/Ipun6u

E. coli

* - non routine test.
- He ANA pYTUHHOro aHaniay.

He Ginblue 0,3% .

He BinbLle 2,0%

Not more thah 0,1% Not more than 0,5%
He Ginbwe 0,1% He 6inbiue 0,5%
Not more than 0,1% Not more than 0,5%
. Hg Ginblue 0,1% |, He 6inblue 0,5%
wi "\lF 34 i q
Conforms
anoslp.ae

NMT 10%CFU/g / He 6irblue 10 KYO/r
NMT 102 CFU/g / He Ginbwe 102KYO/r
Absehnt/1g / BigcyTHs/1r

i
.
s

**_ test not performed routinely at the release. Test'i is performed on every fifth manufactured batch.
** - He € PYTUHHUM Npy BUNYCKy. MPOBOAATL Ha KOXHIR NiATiN \BmpotSneHm cepii.

# - test'is performed during the in-process controli

A
th oy ¥ A

# - BUSHaYEeHHA NPOBOZATL NPKU KOHTPONI B npoveci BUpoGHUUTRA,

BATCH No 374527 COMPLIES WITH ALL THE ABOVE SPECIFICATIONS.
CEPIA Ne 374527 BIANOBIAAE BCIM BULWEBKASAHUM CINELIMOIKALIAM.

He susineHo

Not detectable
He Busienexo
Not detectable
He BusiBneHo

Conforms
Bianosigae

| hereby certify that the above information is authentic and accurate. This batch of product has been manufactured, including
packaging/labelling and quality control at the above mentioned site in full compliarice with the GMP requirements of the local
Regulatory Authority and with approved specification in the importing country. The batch processing, packaging and analysis
records were reviewed and found to be in compliance with GMP. .

Limm 3aceipuyto, Wo ByLLEBKKNaaeHa ichopmauiﬂ € filicHoto i MpaBUsbHOM. [ana cepia npenaparty BMpOSﬂMHa Ha 3ragaHiii BuLLe
AinsHUi, BKNOYaloYK yNnakoBKy/MapKyBaHHA i KOHTPOIb AKQCTI, y NOBHIK BignosigHocTi Ao Bumor GMP micuesoro perysnioooro
opraHy i cneumq)mauu saTEepAKeHo! B KkpaiHi-imnopTepa. I']po*roxonm BUpoGHMLTBA, yHakoBku Ta aHanisis Oynu nepesipeHi Ta

BU3HaHI Takumu, Lo BIAHOBIAa}OTb BuMoram GMP.

Batch release date / Jata Bunycky cepif: 25.09.2020

Certificate issue date / [laTa surycky cepTudikara: 25.09.2020

ZAMBON SWITZERLAND LTD.
Quality Control Manager *
3AMBOH CBITLEPNAHA NTA.
KepiBHuK BigAiny KOHTPORIO AKOCTI

ST C B




JIEP)KABHA CJIYIKFA 3 JJIKAPCBKHX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTUKAMH
Y JHIMPONIETPOBCBHKIHN OBJIACTI

Huinpo, mn.CobopHa,4, x. 601-605, 49005, Ten. (066)3454171
E-mail: dls.dp@dls.gov.ua, Kox €IPIIOY 37070665

BHACHOBOK
npo sAKicThL BBe3eHOro B YKpainy Jikapchroro 3aco0y

28.09.2023 Ne 40869/23/04

MOHYPAJ

(HaHMeHyBaHHA TIKAPCHKOTO 3800y 3riaHO 3 peecTpalifHUM TIOCBIEHHAM)
IPAHY/IH JA8 0PAILHOr0 Po34HHy ,3 1, 110 8 r mpenapary (3 r Ailouoi pe1oBHHM) B aKeTi; 110
1 nakeTy B KAPTOHHIH nma«ni

(popma BuITyCKY, NO3YBAHHA, BUJ MIAKYBAHHA JKapCHKOTo 3acoly)

Howmep peecrpauiiinoro nocsimuenns UA/9833/01/01 crpox nif peectpauifinoro nocsiguerns 01.01.2099

Cepis nikapcekoro 3acoGy Ne 390751 KinsKicTs BBe3€HOTO Jikapcskoro 3acoby 24770
Bupo6Hux " 3amGon Caitniepnang Jitn, [lBeiinapisa
(najiveryBanug BUpoOHMKa NiKapcKoro 3acofy, kpaiHa MoXoxeHH )
BaeseHo B VkpaiHy ToBapucTBo 3 06mMexenor Bianosinansuicrio "baJlM", ienr. kox:
31816235

(unaiimenysannsa Ta koj 3a CAPIIOY 1opuangHoi ocobu abo mpissume, im'a, o 6arekosi dizHyHoi
0co0H - MianpreMd, ii Miclle NPOKHMBAHHS TA peecTpaliinnil HoMep 00nikoBOT KAPTKM IIATHUKA
noaatkis abo cepis Ta HOMEp MACMOPTA)

IpoTokon Bisyansnoro kouTpomo Bin 28.09.2023 N 07-01/2322/1.

3a pesynbTaTaMH Jep:KaBHOTO KOHTPOJIO BCTaHOBIEHO, IO Jixapcbkuit 3aci6 BBeseHo B VYkpaiHy 3
JAOTPHMAHHSAM BuMOT 3aKOHOJABCTBA 110/10 3a0€3TeEHHAS AKOCTI J1iKapChKHX 3aC0GiB.

Havaneauk JlepxaBHOT CiTy0H 3

TKapCBKHX 3ac00iB Ta KOHTPOJIIO 3a :
P . TPOIO 38 IOnis OBYAPEHKO
HAapKOTHKAMH Y I[HalOHGTpOBCLKlI/I '
obnacri
(mocapoBa ocoba opraty Jep:kaBHOTO KOHTDPOJIIO) (ni,unl"y (ixiniany Ta npissuILE)

Buimraskora Kapina




ZAMBON SWITZERLAND i.TD. 3AMBOH CBITLIEPNAHA 171,

Via Industia 13, 6814 Cadempino, Switzerland Bia IngycTpia 13, 6814 Kagewnito, Llisefiuapin

Tel. +41 91 9604 240 Ten. +4151 5504 240

Fax +41 91 9664 354 Caxe +41 91 9664 351
MANUFACTURING COUNTRY: Switzerland IMPORTING COUNTRY: Ukraine
KpaiHa-empotume: LUssnuapis Kpaina-iMnopTep: Yipaina
CONTROL QUALITY LABORATORY ANALYS!S No: 40000244882 '
JaGopaTopia KaHTROMK AKGCTE N ananisy: 40000244882
MFG, DATE: 13.04,2023 EXP. DATE: 04.2026
laTa supobHnyTea: 13.04.2023 Tepmin npwaaTHooTI: 04.2026

NAME OF THE MANUFACTURER: Zambon Switzerland Lid
HAWMEHYBAHHA BUPOEHHWKA: 3amBoH CeiTuepnana Nty

ADDRESS OF MANUFACTURING SITE: Via industria 13, 6814 Cadempino
AOPECA BUPOSHWUYOT fINLHMLY: Bis IHayeTpia 13, 6814 Kagemnivo

MANUFACTURING AUTHORIZATION: No 512142-102843734
BupoBHuda niueHais: Ne 512142-102643734

PRODUCT: Monural, granules for oral solution 3 g; 8 g of the drug (3 g of the active substance) in a sachet; 1 sachet

in a cardboard box
Mpogyxt: MOHYPAN, rparynu ann opanbHere po3YkHy ne 3 r; no 8 r npenaparty (3 r Ailovci pevosUHM) B nakeTi; no 1
nakKeTy B XapTOMHIA navui

ACTIVE SUBSTANGE (per 1 sachet); fosfomycin rometamel 5,831 g, equivalent to 3,0 g of fosfomycin
Hiroua pevcsuta (Ha 1 nakaT): docomiupHy TpomeTtamon 5,631 r, wo exsisanaqtHo 3,0 r drocaMitHy

REGISTRATION CERTIFICATE No: UA/833/01/01
PeecTpatiiitie noceiaueHHA Ne: UA/S833/01/01

BATCH No: 330751 BATCH SIZE: 37257
Cepin Na: 390751 Poamip cepil. 37257

Batch Certificate for Medicinal Products / Ceprudpixar sixkocTi cepii nikapesKoro 3acoby

TESTS SPECIFICATIONS RESULTS
HaitmeHypaHHs rokasHuKis CINELIMBIKALI PE3YNBTATA
Description VWhite granuiar powder with a characteristic odour of  Gonferms
anume mandarin flavour Bignonigas
MpaHynsoBaHMiA  nopowoek  Ginoro  Konbopy 2
XapaKTepHAM sanaxom apomaTH3aTopa
MaHAapHuHOBOrD
Identification:
HdocToBipHicTh:
A) Identification of fosfomyein frometamol Retention time of main peak in the chromatogram of the  Positive
HocTosiphicTs ocdoMiLuHy TpomeTasony  test solution should cormespend to that in the Mo3HTHEHO
chromategram of the fosfomycin trometamol standard
solution

Uat yTpVMAHHA GCHOBHOTO Nika Ha XpOMaTOrRami
BvNpoBYsaHOro PoaYKHY ROBMHEH BIANOBIAaTH Yacy
YTPV¥MaHHR GCHOBHOM fiika hocdoMiLmMHY TRoMeTamony
HA XPOMATOrpami CTRHAARTHOMT paadiHy docoMiLmHy

TpoMeTAMONY
B) Identificatior: of fosfomycin® Rf correspondence for sample spot and standard spot N.A,

LocTosipHicTe thocdomiumHy™ BignoeigHicts RigNS ANAM Spaska i craHrapTy He 3acTocoBYETRCA
C) |dentification of rometamol* Rf correspendence for sample spot and standard spot N.A.

HocTogipHicTs TpoMeTaMony” Bignoeigsicts RyANA Nnsm paska Ta CTAHAAPTY He 3acToCcOBYETLER
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Tel. +41 91 9604 240
Fax +41 91 9664 354

) TESTS
HAVIMEHYBAHHA MOKASHMKIB

Assay of fosfomyein tramatamal

KinbkicHe BUIHa4eHHS
thocthoMiLHy TROMETaMONY

Average netweight
CepefiHa Maca

Uniformity of mass
OpaHopinHicTL MacK

Water solublfity (wiv)
PozuMHHICTL ¥ Boal (Maca/ofi'em)

Description of 153% solution
Omc 15% po3vnHy

pH of 15% solution (wiv)
pH 15% po3unny (macaloB'em)

Water
Boga

Related impurities:
Cropigues] aoMiliku:
- glycol derivative

- rAikeNLHe NOXiAHe

- lmpurity A = 1-hydexy-2-trometamoyloxy-
n-propy} phesphanic acid

- poMika A = 1-TigpoKcu-2-TpaMaTaMOINoKCK-
n-Nponin GochopHa RMENoTa

- Impurity B = trometamo! phosphate ester
- AoMika B = dochaTHiiR edip TpaMaTaMony

- Impurity C = prometamoyloxy fosfomycin dimer
- paniwxka C = Auvep NpoMaTaMOINCKCH

thochomiLpmHy

Integrity of sachet (leak test) #
Linl¢HIGTL naKkeTy (nepoBipra repMeTVHHOCTIH

Microbial contamination™
MikpoGicnoriMHa YKueToTa™

Total Aerobic Microbiat Count (TAMC)
saranske uucno aepabHuUx MikpocpraHiamies

Total yeast and mould count {TYMS)
3aranEHe YMCNo SPEKOKOBUK Ta AnicHaew rpulis

E. coli
E. coli

ZAMBON SWITZERLAND LTD.
Via Industria 13, 6814 Cademping, Switzerland

3AMBOH CBITUEPNAHL NTA.
Bia Ingyctpia 13, 6514 Kagesnino, LWeedkyapin
Ten, +41 91 5604 240

Pakc +41 91 9664 351
SPECIFICATIONS RESULTS
CMNEUNPIKALIA PE3YNLTATIA
Af release/ Atthe end of shelf-life/
Ha wometim eunycky fipompsom mepaixy npudamuocmi
5,35 — 5,91 g/sachet 5,07 - 5,91 gisachet 5,57 g/sachat
(05 — 105%) - {90 - 105%) {99 %)
5,35 — 5,91 rfnaket 5,07 — 5.91 r/naket 5,57 rinaker
{95 — 105%) (90 — 105%) {98 %)
8,00 + 5% 780g
8.00 + 5% 780r
18/20 £ 7.5%; 2120 £ 15% Conforms
18/20 £ 7,5%; 2/20 2 15% Bianceigas
Within 60 sec < 60 sec
MpoTaArom 60 cex. = 60 ook
Homogeneous, opalescent solution Conforms
FoMereHHWA, BnanacLeHTHWA PO3HIMH Bianoeigas
40-50 4.4
40-50 4.4
Not more than 0,5% 0,1%
He 6inbwe 0,5% 0,1%
Al release/ Al the end of sheif-life/
Ha MoMeHTT euryCKy fpomAzou mepminy npudamuoemi
Not more than 0,3% Mot mare than 1,0% Not detectable
He Binkle 0,3% He Sinswe 1.0% He suaBneHo
Neot more than 0,3% Not mare than 2,0% Not detectable
He Ginbwe 0,3% He Gincwe 2,0% He susBnexo
Not more than 0,1% Not more than 0.5% Not detectable
He Ginebwe 0,1% He Ginwwe 0,5% He BurBNEHO
Not more than 0,1% Not more than 0.5% Not detectable
He 6Ginble 0,1% Ha Ginbwe 0.5% He suseners
Conforms Confoerms
Bignoeigae Bigrosinae
Not maore than 10° CFLU/g N.A.

He Binswe 10% KYOIr He zacTocoByeTbCH
N.A.
Not mare than 107 CEU/g He 2acTocOByeTHCA
He Binnwe 10° KYOIT
N.A.
He 3acTOCOBYETRCA
Absent/1g
Biacyrraflr
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ZAMBON SWITZERLAND LTD. 3AMBOH CEITLIEPNAHA NTA.

Via Industria 13, 6814 Cadempino, Switzerland Bia Ingyctpia 13, 6814 Kagemnixe, Lineiyapis
Tel. +41 31 9604 240 Ten. +41 91 5604 240
Fax -+41 &1 9664 351 $axc +41 51 5664 351

“ - non routine fest. Jnot performed N/A. (Not Applicable) Is stated as result. If the test passes, the result is (Positive).
* - He ANA PYTUHHOTD aHaNity. FKLG He BUKOHYETLCR, B sKoCT pesynsTaTy BkasyeThen N/A. (He 3acTocoByeThen). SIRILO TECT BUKDHYETHCS,
B AKOCTi pasyNbTaTy BrazyeTeCA ((ToSMTUBHO).

** _test not performed routinely at the refease. Testis performed on every fifth manufactured batch. If not performed N/A. (Not Applicable) is
stated as result. If the test passes, the result Is {Conforms).

“* _ W@ & PYTUHHIM NpK sunycxy. MPpoBCAATL Ha KOXHIA NATIA BRpoBneHik cepil. AKLIO He BUKOHYETLCA, B AKOCTI Pe3ynbTaTy BKASYETLOA
N/A. {He 38cTocoBYEThER), FAKWO TECT BUKOHYETRCR, B AKOGT pesynbTaTy BRasyeTen (Blanoslnac).

# - test is performed during the In-process control.
# - BUSHA\EHHA NPOBOAATL NP KOHTpoNi B npoled BHPOSHULTEA.

BATCH No 390751 COMPLIES WITH ALL THE ABOVE SPECIFICATIONS.
CEPIf Ne 390751 BIGNOBIAAS BCIM BUULEBKA3BAHWM CITELAGIKALIIAM.

Comments:

KomaHTapi
| hereby certify that the above information is authentic and accurate. This batch of product has been manufactiured, including

packagingAabelling and quality control at the above mentioned site in full compliance with the GMFP requirements of the local
Regulatory Authority and with approved specification in the importing country. The batch processing, packaging and analysis
records were reviewed and found to be in compliance with GMP.

Lium zaceiguyo, U0 BULLesMKNaaeHa iHgopMaLia € AIRCHO | NpaBUnbHOI. fata cepin npanapary BupebrieHa Ha 3ragadin suwe
AIMBHUL], BKNIOYAIOYMM YNAKOBKY/MEPKYBAHHA | KOHTPOML SKACTI, ¥ NOBHIA BignoeigHoeT 40 BUMor GMP Micussore perynaropHora
oprauy i cneupdikalii, saTeepaxeHcl 8 kpaiHi-iMnopTapa, MpoTokonW BApoBHWYTEa, YNAKoBKM Ta aManisie Synu nNepesipeni Ta
BuUaHaHI TAKVMK, Lo BignoBigaeTe Bumeram GMP.

Batch release date / [lata smnycky cepil; 19.04.2023
Certificate issue date / Dara sunyeky cepmadiikaTta: 27.09.2023

Name and posltionititle of person autherising the batch releass W‘@?/h' m S,‘” 1 62- C f‘fﬂW#bﬁf ﬂ\.

Ppizsniye 1a no 3BaHHA 0CoGK, Axa BRana Ao3Bin Ha sunyck cepli

Slgnature
Mianwe

Date of signityre 1?! 3\

Jara nignncaHHA

ZAMBON SWITZERLAND Ltd
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