Tel. +41 91 8604 240
Fax +41 91 9664 351

MANUFACTURING COUNTRY: Switzerland
KpaTHa-pupabrvk: Leekyapis

CONTROL QUALITY LABORATORY
NaGopaTopia KOHTPOMIO AXOCT

MFG. DATE: 15.01.2024
ata evpobruyrea; 15.01.2024

ZAMBON SWITZERLAND LTD. 3AMBCH CBITUEPIIAHA NTJ.
Via Industria 13, 6814 Cadempino, Switzerland

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

Bia IngyeTpia 13, 6814 Kanemnina, Wsehjabin

IMPORTING COUNTRY: Ukraine
Kpaina-imroprep: Ykpaita

ANALYSIS No: 40000254898
Ne aHanizy; 40000254898

EXP. DATE: 01.2027
TepMmiH nprgaTHocTi: 01.2027

MAME OF THE MANUFACTURER: Zambon Switzerland Ltd
HAAMEHYBAHHSA BUPOBHUKA: 3ambon Cerituyepnang Iitg

ADDRESS OF MANUFACTURING SITE: Via Industria 13, 6814 Cadempino
AJPECA BUPCBHWYOI QINBHWLE: Bia Inayerpia 13, 6814 KagemniHo

MANUFACTURING AUTHORIZATION: No 512142-102643734

BupobHuua niuensia: Ne 512142-102643734

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

in a cardboard box

Mpoaykr: MOHYPAIL, rpanynis Ann opanbHoro pozyvMHy no 3 r; no 8 r npenapary (3 r AiroMoi peyoRMHKW) B RakeTi; Mo 1

nNakety B KapTOHHIA navul

ACTIVE SUBSTANCE ({per 1 sachet): fosfomycin trometamol §,631 g, equivalent to 3,0 g of fosfomycin
Hiloya pevoByHa (Ha 1 naxeT): docomMiLmHy TpomeTamen 5,631 1, Wwo exeisaneHTHe 3.0 1 dbocdroMiumHy

REGISTRATION CERTIFICATE No: UA/9833/01/01
PeecTpalyitte noceiguanHs Ne; UA/S833/01/01

BATCH No: 396432
Cepin Ne; 396432

BATCH S1ZE: 36608
Poamip cepil: 36698

Batch Certificate for Medicinal Products / CepTudikat sikocTi cepii nikapenkoro 3acoby

TESTS
HalimeHyBaHHA nokasHukis

Description
Onuec

identification:

BocrosipricTh:

A) dentification of fosfomyein trometamol
HocrosiphicTs docthomilHy TpomeTamony

B) Identification of fosfomycin®
LocToipHicTs thocdomilpHy™

C) Identification of trometamol*
HocropipHicts Tpomeramany*

SPECIFICATIONS
CHELMSIKALIT

White granular powder with a characteristic odour of
mandarin flavour
MpaHynsoBamwii  nopowok  Ginore  konkopy 3
XapaKTe pHUM 33naxom apoMaThIaTopa
MaHaapUHOBOIO

Retention time of main peak in the chromatogram of the
test solution should cotrespond to that in the
chromatogram of the fosfomycin trometamol standard
selution

Yac yTpuMaHiA ocHOBHOTO Nika Ha XpomaTorpami
BUNPOSYBAHOIO POSHMHY NOBMHEH Bignosiga™ yacy
¥TRPHUMAHHA OCHGBHOMS Nika ochoMiLiMHY TpoOMeTaMony
Ha XPOMATOFpami ETaHAAPTHOS PO3HMHY OCHOMILMHY
Tpometamony

Rf correspondence for sample spot and standard spot
BignosigHicTs Ry anA nnsm spaska i crangapty

RESULTS
PE3YNBTATU

Conforms
Bignogigae

Positive
TloanrueHo

N.A.
He sactocosyeTbon

N.A.
He sacTocosyeTthen
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ZAMBON SWITZERLAND

Tef, +41 61 9604 240
Fax +41 91 9664 351

. TESTS
HAAMEHYBAHHSA NOKA3HWKIB

Assay of fosfomyein trometamol

KinekicHe BU3HaYeHHS
coctaMitHy TpomeTamaony

Average net weight
CepeaHA maca

Uniformity of mass
OnHopigHicTs Macu

Water solubllity (wiv)
PosunnnicTb ¥y 8ogai (Maca/ob'em)

Description of 15% solution
Onue 15% poavumHy

PH of 15% solution (wiv)
pH 15% po3uvHy (maca/o6'em)

Water
Bopa

Related impurities;
CropliHeHi gomitwkn:
~ glycol derivative

- rnikonbHe NoxigHe

- Impurity A = 1-hydoxy-2-trometamoyloxy-
n-propyl phosphonic acid

- ACMILLKa A = 1-rifPOKCU-2-TPOMETAMOTAOKCH-
n-nponin docdopHa KMenoTa

- Impurity B = trometamoi phosphate ester
- AoMillka B = chochaTHUl edhip TpoMeTaMony

- Impurity C = premetamoyloxy fosformycin dimer
- AomMilwka C = juMep npomeTamMoifoken
docthomilmHy

Integrity of sachet (leak test) #
UinichicTL nakety (nepesipxa repMeTudHOCTI)#

Microbial contamination**
Mikpebticnoriyia ynctora**

Total Aerobic Microbial Count (TAMC)

3arankHe MMcHo aepoBHY MiKpoopraHiamis

Total yeast and mould count {TYMS)
3araneHe HUCHO ARKAMOEBIMX Ta NNiCHABKX rpmbie

E. eoli
E. coli

LTD.

Via Industria 13, 6814 Cadempino, Switzerland

SPECIFICATIONS
CNELUDIKALYA
At refease/ At the end of shelf-life/
Ha Momenm sunycky pomszom mepminy npydamuocmi
5.356 - 5,91 gfsachet 8,07 - 5,51 gfsachet
(95 — 105%) (80 - 105%)
5,35 - 5,91 r/naket 5.07 — 5.91 rinakeTr
{95 - 105%) (90 — 105%)
8,00 + 5%
8,00 + 5%

18/20 £7.5%; 2/20 £ 15%
18/20 £7,5%; 2/20 £ 15%

Within 60 sec
MpoTtarom 60 cex.

3AMBOH CBITLEPNAHA NTA.

Bia Inayctpia 13, 6814 Kagemnino, Weeiyapis

Ten. +4191 9604 240
Gare +41 91 9664 351

Homeogeneous, opalescent sohition
FoMoreHHnA, onanecLeHTHWUA PoayMH

40-~50
40~-50

Not more than 0.5%
He Binbwe 0,5%

Al release/

Ha momenm sumycky
Not more than 0,3%
He Binblue 0,3%
Not more than 0,3%
He 6intwe 0,3%
Not more than 0,1%
He Ginswe 0,1%
Not more than 0,1%
He Ginblus 0,1%

Conforms
Bianosigae

At the end of shelf-life/

[pomsazom mepminy npudammocmi

Mot more than 1,0%
He Binbwe 1,0%

Not more than 2,0%
He Ginbwe 2.0%
Not more than 0,5%
He Ginkwe 0,5%

Not more than 0,5%
He dinbwe 0,5%

Not more than 10 CFU/y

He Ginewe 10% KYO/r

He 6instue 107

Absent1g
Bigeyrnafr

RESULTS
PE3YNLTATH

5.62 g/sachst
(100 %)

5,62 rfnaxeT
{100 %)

8,00 g
8,001

Conforms
Bignoeigae

< 60 sa¢
< 60 cex

Conforms
Bianoeiaae

44
44

0.0%
0.0%

Not detectable
He suaenexHc

Not detectable
He BusirneHo
Not detectable
He Busapneto
Not detectable

He BuAsneHo

Conforms
Bighesinae

N.A.
He sactocoByersen

N.A.
He sacTocoByeThen

N.A.
He aacTocoByeThCA
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ZAMBON SWITZERLAND LTD, SAMBOH CBITHEPNARA T,

Via Industria 13, 8814 Cadampino, Switzerland Bia Ingyerpia 13, 6814 Kagemnino, IWeeiiy apia
Tel. +41 81 9604 240 Ten, +41 91 9604 240
Fax +41 91 9664 351 Gake +41 91 9664 351

* - non routine test. [f not performed N/A. (Not Applicable} is stated as result. If the test passes, the result is (Positive).
* - He ANA PYTUHHOFG aHanisy. FIKWO He BUKOHYETLGA, B AKOGTE pesynsTaTy skasyeThen N/A, (He 3acTocoByeThen). FAKLD TeCT BUKOHYETLCS,
B FKOGTI pesynbTaTy BkaayeThor (floauTusHo),

** - test not performed routinely at the release. Test is 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).

** ~ He & PYTUHHUM Npit BUrycky. TIpOROAATL Ha koXHIk MATIH BMpoBAeHIA cepil. FIKWO He BUKOHYETLCR, B AKGCTI pesyNsTaTy BRABYETHOR
N/A. (He sactocosyetbca). Fkio TECT BUKOHYETLEH, B SKOCT] pe3yneTaTy BrasyeTLes (Bignoeinae).

# - test is performed during the in-process control,
# - BU3HAYBHHA NPOBOASTE NPU KOHTPOI B NpoLec BupoBHuYTEa.

BATCH No 396432 COMPLIES WITH ALL THE ABQVE SPECIFICATICNS.,
CEPIf Ne 396432 BIANOBILAE BCIM BULLEBKA3SAHUM CRELM@IKALIRM.

Comments:

KomeHTapi

I hereby certify that the above information is authentic and accurate. This batch of product has been manufactured, including
packaging/labsliing and quality control at the above mentioned site in full compiiance 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.

Lism sacsiguyio, Wo suweBMnageHs IHcopmadis € gifickoro i npasuneHot, flaHa cepia npenapaTy BupoGriena Ha arafanii BUle
AiNBHIY, BKNIOYAKNM yrakosky/MapKyBaHHA | KGHTPOIL AKOCTI, ¥ NOBHIF BianosiaHoeTi Ao Bumor GMP micuseoro perynsTopHero
oprany i cneupdikalli, sateapskeHal 8 kpaidi-Mnoprepa. MNpoTokonm BUPOGHULTEE, YNAKoBKK Ta aHaniig Gynn nepesipeni Ta
BUIHAHI TaKWMM, WO BIANOBIOAICTL BUMOraM GMP. '

Batch release date / flata eunycky cepiit 25.01.2024
Certificate issue date / lata aunycky cepTudikata: 25.01.2024

Name and position/title of person authorising the batch release (-S. @"' C/ : { C 0(0-/1 /V (ad M1y

Npiseuie Ta nocagpfaragis 0coby, AKa BURaNA A03BIN Ha BUrycK cepil

Signature
MNignue

Date of signatyre Z ;l/? 4’( 7 §

Hata nignucan=a

ZAMBON SWITZERLAND Litd
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ZAMBON SWITZERLAND LD, SAMBOH CBITUEPTIARLLITY,

Via Industria 13, 6814 Cadempino, Switzertand

Tel. +41 91 9604 240
Fax +4191 9664 351

MANUFACTURING COUNTRY Switzerland
Kpaina-supobru: Weeitapin

CONTROL QUALITY LABORATORY
NaBoparopis KoHTpono sKocTi

MFG. DATE: 14.05.2024
Hata supoBunyrea; 14.05.2024

Ten. +41 91 9604 240
ake +41 91:9664 351

Biat Iugycrpia 13. 6814 Kanewnivo, Llseiapin

IMPORTING COUNTRY: Ukraine
Kpaina-imnoprep: Yepaiva

ANALYSIS No: 40000259799
N2 aqaniay: 40000259799

EXP. DATE: 05.2027
Tepmin rpugartrocti: 05,2027

NAME OF THE MANUFACTURER: Zambon Switzerland L1d
HAMMEHYBAHHA BUPOBHMKA: 3ambor Geituepnang Jl1g

ADDRESS OF MANUFACTURING SITE: Via Industria 13, 6814 Cadempino
ALPECA BUPOBHUHMOT JINbHULYL Bia luayerpia 13, 8814 Kagemnino

MANUFACTURING AUTHORIZATION: No 512142-102643734

BupoGritua nitiensin: Ne 512142-102643734

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

in a cardboard box

Mpoaykr: MOHYPAT, rpaHynu Ans 0panbHOro posuvHy no 3 r: ro 8 1 npenaparty (3 r gilovoil peuyoBnHi) B nakeTi; no 1

flaKery B KapToHHin navyl

ACTIVE SUBSTANCE (per 1 sachet): fosfomysin trometamol 5,631 g, equivalent fo 3,0 g of fosfomycin
[irova pevosuHa (Ha 1 nakeT): docthomiLmHy TpomeTamon 5,631 r, W exsianeHTHo 3,0 rocdomimny

REGISTRATION CERTIFICATE No: UA/S833/01/01
PeecTpatjiiite noceiguerna Ne: UA/9833/01/01

BATCH No: 399312
Cepis No: 399312

BATCH 8IZE: 36709
Poamip cepii: 36709

Batch Certificate for Medicinal Products / Ceprudixar sikocti cepii nikapcekoro sacoby

TESTS
HaitmeHyBaHHA MokasHukis

Description
Onue

Identification:

HocToBipHicTk:

A) Identification of fosfomycin frometamol
HoctrosipHicTs dhochomiyuny TpomeTamony

B) ldentification of fosfomyein®
focrosipHicTs docdomilyHy*

C) ldentification of trometamol*
HocrosipHicTb TpoMeTamony,

SPECIFICATIONS
CHELMOIKALYT

White granular powder with a characteristic odour of
mandarin flavour
Mparyrsosakun  nopowek  6inoro  konkopy 3
XapakrepHum 3ANAXOM apomarusaropa
MaHZgapuHOBOro

Retention time of main peak inthe chromatogram of the
test solution should correspond to that in the
chromatogram of the fosfomycin trometamol standard
solution

Hac yTpmmakHA OCHOBHOTO fika Ha Xpomarorpami
BMNPOBYRAHOro POSUMHY NOBUHEH BIANOBIZATH Yacy
YTPUMAHHA OCHOBHOTO Nika hoapOmMilHy TpoMeTamarty
HA XPOMATOIPami CTARAAPTHOTO PO3UUHY HOCHOMILIHY
TPOMETAMOIY

Rf correspondence for sample spot and standard spot
BigrosigHict Reana rinam spazka i cradaapty

RESULTS
PESYNIbTATU

Canforms
Binnosigae

Positive
NosurieHo

N.A.
Me 3acTocoByeTHEH

N.A.
He aacTocoByeThes
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ZAMBON SWITZERLAND LTD.
Via Industria 13, 6814 Cadempino, Switzerlard

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

] TESTS
HANMEHYBAHHA NMOKASHWKIB

Assay of fosfomycin trometamol

KinbxicHe BU3HANeHHS
POCPOMILIMHY TPOMETAMOY

Average net-weight
CepepiHA maca

Uniformity of mass
OpropigicTh Mach

Water solubility (wiv)
PozunHdicTb Y Boai (MacaloG'em)

Description of 15% solution
Ornme 15% posunny

pH of 15% solution (w/v)
pH 15% posuuny (maca/of'em)

Water
Boga

Related impurities:
Cropigreni gomiwki:
- glycol derivative

- rRiKoribHe roxiaHe

« Jmpurity A = 1-hydoxy-2-trometamoyloxy-
n-propyl phosphenic acid

- aomiKa A = 1-rigpokeur-2-TpomeTamoinokcn-
n-rponin gpocdopHa KuenoTa

~Impurity B = tromatamol phosphate ester
- powiuka B = dochathim edip TpomeTamorny

- Impurity C = prometamayloxy fosfomyein dimer
~ poMiwka C = gumep NPoMeTaMoinokeu
hochomitnry

integrity of sachet (leak test) #
LlinicHicTL nakeTy (nepesipra repmeTaasocTii

Microbial contamination™*
MikpoBionoriynHa “ucrora™

Total Aerobic Microbial Count (TAMG)
BaranbHe YrCHo aepoBHUX MIKPOOPraHismis

Total yeast and iiould count (TYMS)

3arafibHe YUCNO APDKAKOBUX Ta nnicHssuUX rpubis

E. coli
. coli

3AMBOH CBITLEPNAHL TTTA.

Bia Inayctpia 13, 6814 Kageuniro, [Wseiyapia
Ten, +41 91 9604 240

dare +41 91 9664 351

SPECIFICATIONS
CTELINDIKALIRA

RESULTS
PESYIbTATA

At release/
Hamomenm eunyciy
5,35 ~ 5,91 gfeachet
(95 ~ 105%})

5,35 5,91 rinakeT
(95~ 105%)

8.00 +5%
8,00 £5%

18120 £ 7,5%; 2120 % 15%
18/20+ 7 5% 2/20 + 15%

Withiri 60 sec
NpoTtsarom 60 cek.

At the end of shelf-life/

[pomsizom mepmiry noudamuocmi
5,07 - 5 91 glsachet

(90 - 105%)
507 591 rinaker
(90 — 105%)

Homogeneous, opalescentsolution
[oMOreHHWIA, ONANECLEHTHUA PO3HH

4,050
4,0-~5.0

Not more than 0,5%
He 6inwwe 0,5%

At release/

Ha momerm sunycky
Not more than 0,3%
He Bincwe 0,3%

Not more than 0,3%
He Sinlue 0,3%
Mot more than 0,1%
He Sirmbwe 0.1%
Not more than 0,1%

He Sinwwe 0,1%

Conforms
Binnorinae

At the erid of shelf-life/

{Tpomsizots mepmity npudanHocmi

Not more than 1,0%
He Ginkwe 1,0%

Not more than 2,0%
He Ginwwe 2,0%
Not more than 0.5%
He Ginwlue 0.5%

Not more than 0,5%
He Ginklue 0.5%

Not rore than 10* CFU/g
He Ginbwe 10% KYO/Ir

5.60 ylsachet
{99 %)

5,60 rinakeT
(99 %)

8,00 ¢

800r

Conforms
Bigrosigae

< 60 sec
< 60 cex

Conforms
Bianosinae

43
4.3

0.1%
1%

Not detectable
He sussneHo

Not detectable

He suaBneHo

Not detectable
He BWsABNeHO

Not detectable
He suasneHo

Conforms
Bignoeigae

NA:
He 3acTOCOBYETHCA

N.A.
He zacrocoBysTes

N.A.
He 3acTocoByeTLes
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ZAMBON SWITZERLAND LTD. SAMBOH CBITL{EPNAHA NTE,

Via Industria 13, 6814 Cadempino, Switzerland Bia Inaycrpia 13, 6814 Kanemnino, Lsehyapis
Tel. +41 91 9604 240 Ten. +41 91 9604 240
Fax +4191 0664 351 Panc +41 919664 351

= nonroutine test. Ifnot performed N/A. (Not Applicable) is stated as result. If the test passes, the result is {Positive).
" - He ANA PYTUHHOTG @HATIZY. KO He BUKOHYETHCS, B AKOCTI pesynLTATY BrasyeThen N/A. (He 3acTocosyersen). S0 TecT BUKOHYeTLES,
B AKOCTI peaynbTaTy BrasyeTsea (MosuTuaHo).

** - test not performed routinely at the release. Test is performed on every fifth manufactured batch, If not performed N/A. (Not Applicable)is
stated as resull. If the test passes, the result is (Conforms),

Y - HE € PYTUHHIM NPy BUNycKy. MPoBoAATE Ha KoXHIR N'ATIN BUPoEReHi cepil, FKiLjo He BUKOHYETLUR, B AKOCT] pe3yniTaTty BXasyeThea
N/A. (He sacTocoByeTbCA). FAKLIO TECT BUKOHYETLCH, B AKOGT] pesyibTaTy BrasyeTson (Bianosiaa).

# - test is performed during the in-process control.
# - BUSHAYEHHS NPOBOLATL NP KOKTPORI & npoledi BilpobHuuTEa.

BATCH No 399312 COMPLIES WITH ALL THE ABOVE SPECIFICATIONS.
CEPIA Ne 399312 BIANOBIOAE BCIM BUHEBKASAHUM CNELMGIKALIFM.

Comments:

KoMeHrapi

I hereby certify that the above inforiviation is authehtic and. accurate. This batch of product has been manufactured, including
packaging/labelling and quality control at the above mentioned site in full compliance 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.

Unm sacsiguyro, wo sunuesmnagena indopmalyis & Altchoo | npaBrnbHow, [ata cepis nperaparty BupotineHa Ha sragaHin Bulle
AlNBHUL, BIITQHEIOUR YNAKoBKY/MapIYBaHHA | KOHTPOTIL AKOCTI, Y NOBHIN BianosiaHocTi 4o siivior GMP MICLBBOrO PErynstopHoro
oprany 1 cnetdirauii, saTsepaxeHol B kpaini-imnoprepa. MPOTOKONK BUPOBHWLTBA, YNAKOBKM Ta adanisis Bynu repesipeHi Ta
BUSHAHI TakMmMK, WO BiANoBIigaTs Brumoram GMP,

Batch release date / Qata sunycky cepii: 22.05.2024
Cettificate issue date / Jarta sunycky ceprudikata; 22.05.2024

Name and position/title of person authorising the batch release
[MpisBuuie Ta nocaga/ssanms ocobn, sia BUAana f03sin Ha BUNyck cepif

Sighature . 4 T s
e ‘ ZAMBON SWITZERLAND Lid

Date of signatyre
Nara nignucarHs
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AEPKABHA CIIYIKBA 3 JIKAPCBbKHX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTHKAME Y KHIBCHKIU OBJIACTI

nzpoe. Ceitrgnot Hanuil, 3, s.Kuis, 02099, Ten/hare: {044) 576-40-4]
E-mail: dls.ko@dls.gov.ua, Kop €JIPTIOY 37078774

BHCHOBOK
npo sIKiCTh BEE3EHOr0 B YKPaiHy MKapcsKROro 3acody

04.12.2024 Ne 62375/24/10

MOHYPAJ

{maiineRyBaHIS. TIKAPCEEOTO 3aco0Y 3r1AHC 3 peerTpaniiiaing nocsigucHNsAL)
TPAHYAH JJS OPAJIBHOTO Ppo3UHHY 1o 3 r; no 8 r npenapary (3 r girowol pevoBiHH) B naxeri;
no 1 makery B KapToHHIl nayui

(diopma RHYCKY, HO3YBAHMR, BIGA TIAKYRANLS NIKApCRROrO 3acoby)

Howmep peectpaniiinoro nocsinuensst UA/9833/01/01 erpox aii peecrpauiiinoro nocsizuenna 01.01.2099

Cepis nikapeskoro 3acoBy Ne 400627 KinskicTh BBe3eHOTO Aikapcekoro sacoby 15120
Bupobuuk 3ambon Ceitnepnang Jtp., Hizefinapis
{naiiMenysaruy BispobHyKa DIKAPCLROMD 3acoby, KpaTHa NOXORKCHHS)
Baeaeno B Yipainy ChinsHe ykpainceko-ecTOHChKe HianpueMcrro y dopmi TosapucTra
3 o6MesxeHoI0 BinmoBigannuictio "'Ontiva-®apm, ATH", izenr. xomx:
21642228

{rafivenysanas Ta kog 32 EAPIIOY wopnpauxol ocoby afo npizuite, iv's, o Gatexrobi diznanaei
ocabi - mianpHesug, § MicIe NPoXIBINHA Ta peccTpRuifimil Hosep o6mikoBOT KAPTHH MIATHIKA
nogarTxis 260 cepid Ta HOMCP DACIOPTA)

MpoToxoa Bizyansrore konrpoao sig 27.11.2024 Ne3740/1.

3a ‘pesynpTaraMM JEPXABHOTO KOHTPOMI BCTRHOBNEHO, mIo INiKapcekeil 3aci@ speseno B Ywpainy 3
JOTPHMaHHSIM unor 3aKOHOABCTRA 1100 3a0e3nedeHHa AKOCTI NiKapehKITx 3acobis.




Tel. +4191 9604 240
Fax +4191 9664 351

MANUFACTURING COUNTRY: Switzerland

Kpaina-BupoBruk: Weeitapis

CONTROL QUALITY LABORATORY
NaBopatopis kouTponio sakocrti

MFG. DATE: 09.07.2024
Data Bupobruyraa: 09.07.2024

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

3AMBOH CBITUEPNAMA NT,

Ten. +41 91 9604 240
®aic +41 91 9664 351

Bia Inaycrpia 13, 6814 Kanemnino, Uiseityapis

IMPORTING COUNTRY: Ukraine
Kpaika-imnoprep: Ykpaina

ANALYSIS No: 40000262153
Ne amanisy: 40000262153

EXP. DATE: 07.2027
Tepmin npugatHocti: 07,2007

NAME OF THE MANUFACTURER: Zambon Switzerland Ltd
HAVMMEHYBAHHSA BUPOBHUKA: SamGon Ceituepnang fitg

ADDRESS OF MANUFACTURING SITE: Via Industria 13, 6814 Cadempino
AAPECA BUPOBHWYO] BIbHULYL: Bia lHaycTpia 13, 6814 Kagemnito

MANUFACTURING AUTHORIZATION: No 512142-1 02643734

BupoBHiua niuensia: Ne 5121 42-102643734

PRODUCT: Monural, granules for oral solution 3 g;

in a cardboard box

8 g of the drug (3 g of the active Substance) in a sachet: 1 sachet

Mpoayxr: MOHYPAR, rpanynn ans opanwsHoro PosuuMHy no 3r;no 8 r fipenapary (3 r girouor pevosuHu) 8 nakeri; no 1

naKeTy B KapToOHHIN navuyi

ACTIVE SUBSTANCE (per 1 sachet): fosfomycin trometamo! 5,631 g,
Hitowa pevosuma (ha 1 raket): dochomilrHy Tpomeramon 5,631 r, wo ek

REGISTRATION CERTIFICATE No: UA/9833/01/01
Peecrpaljiitie nocsigvenHa Ne: UA/9833/01/01

BATCH No: 400627
Cepis Na: 400627

BATCH SIZE: 36864
Posmip cepii: 36864

equivalent to 3,0 g of fosfomyein
BiBaneHTHo 3,0 r PochomiymHy

Batch Certificate for Medicinal Products / Ceprudpikar sikoeTi cepit nikapeuLKoro 3acoby

TESTS
HalimeryBaris nokasHnkis

Description
Onic

Identification:
lnentudgikauia:

A} Identification of fosfomycin trometamol
CrpasxHicTs hochomirymmy TPOMETamMony

b) Identification of fosfomycin*
CrpasxHicTs Pocomiymny*

C) Identification of trometamol*
CrpapxHicts TpomeTa Mony*

SPEGIFICATIONS
CMELMOIKALYT

White granular powder with a characteristic odour of
mandarin flavour
MpanynsosaHmm
XapaKkTepHm

MangapuHoBoro

nopowok  6Giroro

sanaxom

KOrbopy 3
apomaruzatopa

Retention time of main peak on the chromatogram of the
test solution should correspond to the retention time of
the main peak of fosfomycin trometamol on the
chromatogram of the standard solution of fosfomycin
trometamol

Yac yTpuMaHHa OCHOBHOrO ika Ha XpomaTorpami
BUMPOGOBYBAHOTG POIUMHY NOBUHEH BiAroBigaTH Yacy
YTPUMAHHS OCHOBHOMO Mlika thocdomivmny TpOMETamosy
Ha Xpomatorpami craHnaprHoro Po3uUHY chochomiLmy
TpoMeTamony

Rcorrespondence for sample spot and standard spot
BignosianicTs Reans nnam 3paska i cranaapTy

Rf correspondence for sa mple spot and standard spot
BianosigticTs Ry qns nnam spaska Ta cranaapty

RESULTS
PESYNBTATU

Conforms
Bignosigae

Positive
MosutneHo

N.A,
He sacrocopyerees

N.A.
He sacrocosyeTies

page/ctop 1/3
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ZAMBON SWITZERLAND LTD.
Via Industria 13, 6814 Cadempino, Switzerland

Tel. +41.91 9604 240
Fax +4191 9664 351

) TESTS
HAMEHYBAHHS MOKA3HIKIB

Assay of fosfomycin trometamol

KinbkicHe BU3HaveHHs

thocdomitmny TpomeTamory

Average net weight
Cepeala maca

Uniformity of mass
OaHopinHicTs Macu

Water solubility (wiv)

PosunknicTs vy Bogi (Macalo6'cm)

Description of 15% solution

Onuc 15% posunHy

pH of 15% solution (wiv)

PH 15% poszumny (Maca/o6'em)

Water
Boga

Related impurities:
CriopigHeri gomitku:
- glycol derivative

~ ITiKOneBe noxigHe

- Impurity A = 1-hydoxy«2—trometamoyioxy—

n-propyl phosphonic acid
- Jomiwka A = 1-riApoKREU-2-TpOMe TAaMOTNOKEY-

n-nponin gocdopHa kmucnoTa

- Impurity B = trometamol phosphate ester

- AomMiwka B = hoodbatHun eip TpomeTamony

= Impurity C = trometamoyloxy fosfomycin dimer

- fowmitka C = guivep TpomeTamolnokeu

hocdomiymHy

Integrity of sachet (leak test) #

UinicHicTb nakery ( nepesipka repMeTUIHOCT

Microbial contamination*

MikpoGionoriuna yucrora*™

Total Aerobic Microbial Count (TAMC)
saraikHe Y1ono aepobHX MikpoopraHiamis

Total yeast and mould count (TYMS)
saranbHe YKCro ApKAKOBUX Ta MAiCeHeBUX

rpwbis

E. coli
E. coli

SPECIFICATIONS
CMELMBIKAL|IS

Al refease/

Ha momenm aunyeky
5,35~ 5,91 dfsachet
(95 — 105%)

5,35 - 5,91 rinaker
(95 —~ 105%)

8,00 + 5%
8,00 +5%

18120 £ 7,5%; 2/20 + 1

18/20 + 7,5%: 2/20 + 15%

Within 60 sec
MpoTsirom 60 cex.

Homogensous, opalescent solution
FomoreHHMiA, onanecuyeHTHU PO3UMH

4,0-~-50
40-~50

Not more than 0.5%
He Binbwe 0.5%

Al release/

Ha mowenm aunycxy
Not more than 0.3%
He Ginbwe 0,3%

Not more than 0,3%
He Binbwe 0,3%
Not more than 0,1%
He Ginbwe 0,1%
Not more than 0,1%

He Bincwe 0,1%

Conforms
Binnosigas

3AMBOH CB!THEPHAH}I na.

Bia Iaycrpia 13, 6814 Kanetnrio, Ulseiyapis
Ten. +41 91 9604 240

Pakc +41 91 90664 351

RESULTS
PE3YIbTATU

At the end of shelt-life/

Ipomazom mepminy npudammocmi

6,07 - 5,91 g/sachet 5,67 gfsachet

(80 - 105%) (101 %)

§,07 ~ 5,91 rinakeT 5,67 rinaket

(20 - 105%) (101 %)
801¢g
8,01r

Conforms
Bigrosigae

< 60 sec
< 60 cex

Conforms

Bigrosigae
4.3
4,3
0,1%
0,1%
At the end of shelf-life/
TTpomszom mepminy npudamrocmi
Not more than 1,0% Not detectable

He Ginbwe 1,0%
Not more than 2,0%
He Binkiwe 2,0%
Not more than 0,5%
He Ginwwe 0,5%

Not more than 0,5%
He Ginewie 0,5%

Not more than 10° CFU/g

He 6inbwe 10* KYO/r

Not more than 10° CFU/g

He Sinblue 102 KYO/r

Absent/tg
Bigeyrus/r

He BusisneHo
Not detectable
He BusisneHo

Not detectable
He susisrieHo

Not detectable

He suasnero

Conforms
Bianosigae

N.A.
He sacrocomyerecs

N.A.
He sacrocosyerbos

N.A.
He sacrocosyerscy
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ZAMBON SWITZERLAND LTD. SAMEOH CBITUEPNAHA NTA.

Via Industria 13, 6814 Cadempino, Switzerland Bia lhgycrpia 13, 6814 Kanemniuo, Wsenyapia
Tel. +41 91 9604 240 Ten. +41 91 9604 240
Fax +41 91 9664 351 ®akc +41 919664 351

" - non routine test. If not performed N/A. (Not Applicable) is stated as result. If the test passes, the result is (Positive).
T - He 4nAa pyTuHHoro aaniay. Ao He BUKOHYETLCS, B aKocTi PesynbTaTy BraayeToes N/A, (He 3aCTOCOBYETLCA). AKLYO TeoT BUKOHYETHCS,

" - test not performed routinely at the release. Test is performed on avery fifth manufactured batch. If not performad N/A. (Not Applicable) is
stated as result. If the test passes, the result is (Conforms}),

- He € PYTUHHUM Nbu BUNyCky. MPOBOASTE Ha KOKHIN 0Tl BUPOBreHi cepii. Mo He BUKOHYeTLCA, B AKOCTI pesynsTaTy BKA3YETLCA
N/A, (He sacTocosyeThen). Ao TecT BUKOHYETLCSH, B AKOCT] PesynuTatTy BrasyeThen (Bignosigae).

# - test is performed during the in-process controf.
# - BUBHAMEHNH] MPOBOAATE NP koHTPOr B fpoLieci BUpobHMyTea.

BATCH No 400627 COMPLIES WITH ALL THE ABOVE SPECIFICATIONS.
CEPIA Ne 400627 BIANOBIOAE BCIM BULIEBKASAHMM CHELIN®IKALIAM.

Comments:

KomeHTapi

[ 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 compliance 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,

Livm sacsiguyro, wio Brlllesniknagieta indopmadis e giiicHoo | npasunbHoto. [aKa cepis npenaparty supobrieHa Ha sraganiv BULLEe
BiNbHWL, BKtovaoum YMAKOBKY/MaPKYBaHHS! | KOHTPOML AKOCTI, y NOBHIN BigrOBIGHOCT] Ao BuMor GMP wmicyesoro perynisitopHoro
oprany i cneumdikauii, saTeepameHoi s KpaiHi-imnoprepa. MMpoTokonm BUPOBHNLTBA, ynakoskW Ta ananisis Bynu nepesipeni Ta
BUsHaHi Taimu, Wo signosigators ByMoram GMP. ‘

Batch release date {/ Nara sunyciy cepii: 24.07.2024
Certificate issue date / [ata sunyciy cepTudikata: 12.11.2024

4

h ot

Name and position/title of person authorising the batch release /{*MEd  Critory HEAD of 8 '3“{%\;{ ASRCRCGE

Mpissiue Ta foca fa@,sahj'n ocobu, aKa Bugana AQSBIN Ha BUNycK cepii

Signature
Migrve

- ;
Date of signatyre
Hara nignucanus

ZAMBON SWITZERLAND Ll
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HAEPKABHA CHIYKDBA 3 JIKAPCHKUX 3ACOLIB TA KOHTPOJIO 3A
HAPKOTHKAMU Y KHIBCLKIA OBJIACTI

npon, Ceitmmunol Hagii, 3, v, Kuin, 02099, ren/baxc: (044} 576-40-41
E-mail: dis.ko@dls.gov.ua, Koy EAPIIOY 37078774

BUCHOBOK
Hpo AKICTH BBE3CHOTO B YKpainy JiKapchKoro 3acody

26.02.2025 Ne T085/25/10

MOHRYPAJI
{maiiverysanss Aikapeeroro 3acoby sringo 3 pecorpatin HOCRIIMOHHEAM )}
rpanyis jUis opaiLHore posyuny, o 3r; no 8 r upenapary (3 r xirowoi pewosunn) B HaKeri;
no 1 narery B kaprouuii nauni
(hopaa suryexy, NOSYSAHE, BEN HAKYBAHEY MKAPCHROTD 38c00V}

Howmep pecerpatiitnore nocsixuenu UA/9833/01/01 crpox nii peecrpaniiinoro nocsinuenns 01.01.2099

Cepis nixapeskore 3acoby Ne 404250 Kimskicrs sescuoro rixapeskoro 3acoby 15120
Bupobumx Jambou Critrepnany Jita, Hneiinapis.
{zattverysansm aupobruKa mixapesroro sacoly, kpafHa HOXOIKEHEN)
Breacno 8 Yipaihy Criiiiblie yrpaficbro-ecToHCLKe BNPHEMCTBO ¥ GopmMi ToBapucTBa
3 ofMexeno1w Bignopizansaicrio " Onriva-®apm; JITH", izenr. xon:
21642228

(maitvenysannd Ta xon 3a €/{PIICY wopunwanoi ocoby abo npizsame, tv'a, o Oarsxosi bizwanol
ocobu - migmpuesin, # Micue npoweBag Ta peccrpagifinni nosMep obaixosot xapTiH wIATHEKA
mogatkia abo cepis Ta HoMep HacopTa}

Hiporoxoa sizyaasnere kentpemio-sin 18,02.2025 N 0469/1.

33 pC3yMBTATAMM JICPKABHOIC KOHIDOO BCIAHOBNCHO, N0 Jikapeskmit 3acib smesewo .3 Vipaimy 3.
',E(OTpﬂMaHHSIM BEMOT* 33KOHONABCTEA ono Rabeaneucnnsy sxoct] zikapebiux 2acobis.

PEOMEHKG

Cleddany wapineegey

POV ER) S

TRIAL MODE 5 valid lice Ase will remaove this message: See the keywords praperty of this FOF for mare infmation.



ZAMBON SWITZERLAND LTD),

Via Industria 13, 6814 Cadempino, Switzerland
Tel. +41 91 9604 240
Fax +41 91 9664 351

MANUFACTURING COUNTRY: Switzerland
Kpaina-BupotHui: Lsenuapis

CONTROL QUALITY LABORATORY
NaBopatopis KOKTPOMIO AKOGTI

MFG. DATE: 15.01.2025
flata supobHmurea: 15.01.2025

MAME OF THE MANUFACTURER: Zambon Switzerland Ltd
HAMMEHYBAHHS BUPOBHUKA: 3amBon Ceituepnana Jita

SAMBOH CBITUEPNAHINTA.

Bia Iuaycrpia 13,6614 Kapemnino, Wsehyapia
Ten. +41 91 9604 240

Pare +41 91 9664 351

IMPORTING COUNTRY: Ukraine
Kpaina-imnoprep: Ykpaina

ANALYSIS No: 40000268161
Ne anariay: 40000268161

EXP. DATE: 01.2028
Tepmin npwgarroeti: 01.2028

ADDRESS OF MANUFACTURING SITE: Via Industria 13, 6814 Cadempino
APECA BUPOBHWUOT QINBHULLL Bia lnayctpia 13, 6814 KanemniHo

MANUFACTURING AUTHORIZATION: No 512142-102643734
BupotHuua nivenain: Ne §12142-102643734

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

Mpoaykt: MOHYPATL rpanysiv Asist opanbroro posuunHy no 3 r; no 8 r npenapary (3 r glovol peuoBuHn) B naketi; no 1

nakeTy B KapTOHHIA navLi

ACTIVE SUBSTANCE (per 1 sachet): fosfomyecin trometamol 5,631 g, equivalent to 3,0 g of fosfomycin
Niroua pevosiHa (Ha 1 nakeT): GoCdIOMILMHY TPOMBTAMON 5,631 r, Wo exsizanekTHo 3,0 r drocdomiliany

REGISTRATION CERTIFICATE No: UA/S833/01/01
Peectpatjiiide nocsiguerns Ne: UA/G833/01/01
BATCH No:-404250

Cepis No: 404250

BATOH SIZE: 32377
Poamip-cepil: 32377

Batch Certificate for Medicinal Products / Ceprudixar akocTi cepil nikapcLkoro sacoby

TESTS SPECIFICATIONS RESULTS
HaiitmeryBaHHS NoKasHKiB CNELNDIKALYT PESYIBLTATY
Description While granular powder with a characteristic odour of Conforms
Onue mandarin flavour Bignosinae
IpanynwoBaHuil  ropowok  Ginore  KoRbopy 3
XAPAKTEPHAM 2ANAXOM apomMaTtusaTopa
MAHAAPUHOBOIO
Identification:
InenTndgikayisn:
A) ldentification of fosfomycin tometamol Retention time of main peak on the chromatogram of the  Positive
CnpapMEicTs hochoMILMHY TROMETaMOoNy test solution should correspond to the ratention time of Mo3UTUBHO
the main peak of fosfemycin trometarnol on the
chromatogram of the standard solution of fosfomycin
trometamol
Wae YTpuMs HHS OCHOBHOTO Nika Ha XpomaTorpami
BUNPOBOBYRAHOTG POSUMHY NOBKHEH BIANOBIAATH Hacy
YTPUMEHHA OCHOBHOTO MiKa (POCPOMILUHY TPOMETAMOTTY
Ha XPOMATOTPEMI CTAHAAPTHOTO POAUHY (HOCHOMILMHY
TpOMETaMery
By identification of fosformycin® —Phwacrespondence for sample spot and standard spot A
CrpakHIcT qroctho MiLHy ™ BignaNaHicts ReAna nngm apasia i crasgapTy He 33cTOCOBYETHOA
O,
Cy ldentification of tromatamol® y . R SeNidence for sample spot and standard spot NLA,

CrpakHicTE TpOMe TaMory "

&b, ReAns nnsiv spaska Ta crargapry He sacrocoByeTICA

page/cTop 173
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ZAMBON SWITZERLAND LTD.
Via Industria 13, 6814 Cadempino. Switzeriand

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

! TESTS
HAVMEHYBAHHA NOKASHUKIB

Assay of fosfomycin trometamo!

KifibkicHe BM3HaveHHA
hochoMiLHY TPoMETaMONY

Average net weight
CepepHa maca

Uniformity of mass
OpHopipHicTh Macu

Water solubility (w/v)
PosuunHicTE ¥ Bogl (Macal/oB'em)

Description of 15% solution
Onvic 15% po3vnHy

pH of 15% solution (wiv)
pH 15% pozuuHy (macalob’'em)

Water
Bopa

Related impurities;
CriopigHeHi gomiwku.
- glycol derivative

- rrikonese noxiaHe

s Impurity A = 1-hydoxy-2-trometamoyloxy-
n-prepyi phosphonic acid

- nomitka A = 1-rAPOKCW-2-TPOMETAMOTNOKCIA~
n-nponin pocthopHa KMenoTa

- impurity B = trometamol phosphate ester
< gomilika B = hocdaTHitit edip TPOMETAMOTY

- impurity C = trametamovyloxy fosfomycin dimer
- gomiwka C = AvMep TPOMETaMOTIOKEK
HOCHOMILHY

integrity of sachet (leak test) #
UinicricT nakeTy (Nepepipka répMe TIUHoTH#

Microbial contamination™
Mikpo6Gionoriuna uscrora™™

Total Aerobic Microbial Count (TAMC)
saranbHe YUCNo aepoBHux MIKpoopraHismis

Total yeast and mould count (TYMS)
saranLHe YACHO APPKIPKOBUX Ta NNiceHeBmx
rputie

. coli
£. coli

SAMBOH CBITLIEPTAHA T

Bia layerpia 13, 6814 Kanennino, Wsehyapis
Ten. +41.91 9604 240
daxc-+41 919664 361

SPECIFICATIONS
CMEUNOIKALIHA

At release/

Ha momeHm 6UNyeKy
535 - 5,91 glsachet
(95 ~ 105%)

535 - 591 rinaret
{95 — 105%)

8,00 + 5%

8,00 + 5%

18120 = 7 5%, 2/20 % 15%
18/20 +7,5%; 2/20 £ 15%

Within 60 see
[MpoTarom 60 cex.

Al the end of shelflifs/

Tpomsizom mepmily npudamuocmi
507 ~ 5,91 gfsachet

(90 - 105%)
5,07 - 5,81 rinaker
(90 = 105%)

Homogeneous, opalescent sclution
["OMOreHHWM, OTIANE CLURHTHIIA POSUAH

40560
40-50

Not.more than 0.5%
He Birwe 0,5%

Al refease/
Ha-a10omeHm gunycky
Not more than 0,3%
He Binbwe 0,3%

Not imare than.0,3%

He Ginbwe 0,3%
Not ticre than 0,1%
He Binuwe 0,1%
Not more than 0,1%

He Ginswe 0,1%

Conforms
Binnoeginae

Al the end of shelf-life/

ITpomsizom mepminy npudamuocmi

Not more than 1,0%
He Ginwbiie 1,0%

Not mare than 2,0%
He dinswe 2,0%
Net more than 0,5%
He Binslue 0.5%

Not more than 0,5%
He Hinsule 0.5%

Not more than 10% CFUly

He Ginble 10% KYOIr

Absent/Ty
Bigeytis/

RESULTS
PESYNILTATA

563 ylsachet
(98 %)

553 r/nakeTt
(98 %)

789¢g
7889 r

Conforms
Bigriosinae

« B0 sec
<« B0 cex

sonforms
Bianosigae

4.5
45

0,1%
0 1%

Not detectable
He sussneHo

Not detectable
He BuaBneHo
Not detectable
He suaAsneHo
Not detectable

He BMABNeHoO

Conforms
Bignoeigeae

o C

Conforms
Biarnopinaé
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ZAMBON SWITZERLAND LTD, SAMBOR CBITUERRARL
Yia Industria 13, 6814 Cademping, Sei Bis nayerpia 13, 6814 Kanennive: eekuapis

+41 41 9604 240 Ten. +41 91 9604 240
Fai+41 91 9564 351 bage +41.51 9654 351

~aen routing test. If not perfarmed NiA, (Mot Applicable) is stated as result. 1 the test passes, the result s (Positive).
< HE NS DYTHHHOID &Haniay, FRUO He BUKOHYETRCH, B AKOCT] DEIYIETATY BRABYEThed N/A. (He 3anTeCosyeThes). FNLC TE8T BIKOHYETLCY,

B AKDCTI pesyribTaTy BRaayaTecn (o3MTIBHO).

<test not performed roltinely atthe release. Testis perfarmed on every fifth manufactured batoh. If not perfermed HN/A . (Mot Appli
stated as result. {f the test passes, the result is (Conforms).

< HE € DYTUHHIMM NP Banycky. TTposoaaTs Ha KoxHii nisTii Bfno‘)non % cepil. Sk
MNiAL (He 3aCTO0oBYETLEE ). AKWLO TRCT BUKOHY STLC i peaynbraty BKagy

{07HE BUKOMYETHEH, 8 moet pRsynRTaTY B
sreGa (Blgnosinae).

# - test is parformed during the in-process control.
# - BUusHAveHHA APROBOANATE M KOHTROM B npotgecl Bm)o@HV‘.liT'aﬂ,

BATCH Mo 404250 CO
CEPIS Ne 404250 B1[1NC

COIRICATIONS
IL:LLV.(DI.\AL.LMM.

Comments:
HomaHrapt
t hereby certify that the above infors

Ay nh:\\d',‘&( it

packaging/labelling and quality controt at the « ith the GMP reg 2Nt

Reguiatory Authority and with approved specification n the .mportm ‘o\nury The batch processing. packaging ‘;u(i AN YIS
were reviewsd and found to be in compi vith GMP.

Hation

lfange v
Livie sacsiguyio, iwie BUwWesrkhagena indopmalia € Aificran | npaprneshote. Hara cepin npenapary srpol SneHa He srafatii sullie
AlrbHAL, BRAKUAIOUA YIAKSEKY/MAPKYBAHHS | KOHTPO skoot, Y noBHil signosigroctt 4o sumor GMP micugeera perynaropHoro
opramy | cnegudikaifl, 3arsepaxerol B kpaini-ivnoprepa. IpoTokeny BUpoGHULITBA, YHBROBKY Ta aHanisie Gyrny nepesipedi 1a
EUIHAHE TRKMMK, WO BignesigaTs svoram GMP,

Batch release date / [dva svinyoky cepii: 28.01.2025

Certificate issue date / [Jara evnycky ceprndikate

o R
<&
o
3

Name and pmiz?nlmw of person authorising the hateh release
Mpizanule Ta ni)c p.a/{rsBaon ocobBi, AKa BUAANEA J03RIN Ha BUIIYCK cepl!

Signature
Mg nw*

Date ofsignatyre
Hara nanvcarts



http://www.tcpdf.org

