JAEPKABHA CJIYVIKBA 3 JHKAPCBKHX 3ACOEBIB TA KOHTPOJIIO 3A
HAPKOTUKAMM Y KUIBCHKIA OBJIACTI

nipoB. Ceirnuunoi Haxaif, 3, m.Kuir, 02099, Ten/take: (044) 363-06-30
E-mail: dls.ko(@dls.gov.ua, Kog CJAPIIOY 37078774

BACHOBOK
Tpo AKICTE BBE3eHOT0 B YKPaiHy JIKAPCHKOIo 3a¢00y

08.02.2024 -Ne 3552/24/10

MOHVYPAJI

| (nmmcﬂ}rnaﬂﬂa Aikapesxaroe sacoby 3ripio 3 peempauliimm IIOCBIAMEHHAM)
rpamyd 1jst 0pajIbHOTO Po34EHy 00 3 r; o 8 r npenapary (3 r girovol pewoBHHI) B HaKeTi;

00 1 HAKETY B KaApTORNi nayni

(hopMa BHITYCKY, A03YBAMI, BILT NAKYBIHHS nikapeLroro 3acoby)

Homep peecrpauiiinoro nocsiasenas UA/9833/01/01 crpox pii peectpanisinoro noceiguensx 01,01.2099

Cepix siikapeskoro sacoby Ne 395399 Kinexicts aesenoro aikapeskoro 3acoby 14755
Bupobnix _ambon Crituepnaes Jiza., [seiinapis
(mraiimerynanka supofiHHEka nikapcskoro aacofy, kpaika nuxu,ud-:emm)
Baeseuo » Yipainy Crispie ykpaiHChbKO0-¢CTOHCbKE MARPHEMETRO y Gopmi ToRApHCTR2
3 obMmezrenoro BignosixannuicTio: "On'rma-tllapm, JTAY, inenr. woa:
21642228

{HHHMEH}FHEHI{H Ta koA 3a EJ[PHOY ropnanuioi ovobir a6o npizeunie, iar'a, oo Gatskoui hizryHol
0COBH - mMiANpREMUS, T Micte TPOXKIBARHA Ta PeccTpaniimnit Homep 06aiKoBOT KAPTRH MAATHIKA
nogarkis aéo cepia Ta HOMep RacmopTa)

[Iporoxon sizyansmore kewrponto sig 01.02:.2024 Nz 0256/2.
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ZAMBON SWITZERLAND LTD. 3AMBOH CBITHEPRAHE NITA, |

Via Industia 13, 6814 Cademping, Switzerland Bia Iuaycrpia 13, 6814 Kagemnio, (Useiyapia

Tel. +41 91 6604 240 Ten, +41 91 9604 240

Fax+4191 9664 351 ®axc +41 91 9664 351
MANUFACTURING COUNTRY: Switzeriand IMPORTING COUNTRY: Ukraine-
Kpaixa-eupobHuk: Llsednyapis Kpaima-iMnopTtep: YipaiHa
CONTROL QUALITY LABORATORY ANALYSIS No: 40000253262
JtaBoparopisi koHTpono akocTi Ne aHaniay: 40000253262
MFG. DATE: 26.11.2023 ) EXP. DATE: 11.2026
Hata supoBuuurea: 20.11.2023 ‘TepMiH NpuaaTHocT: 11.2028

NAME OF THE MANUFACTURER: Zambon Switzetland Ltd
RAMMEHYBAHHA BUPOBHWKA: 3amboH Ceityepnang Mg
ADDRESS OF MANUFACTURING SITE: Via Industria 13, 6814 Cadempino
ALPECA BUPOBHWYO! QINbHWLY: Bia IMgycTpia 13, 6814 KagemniHo

MANUFACTURING AUTHORIZATION: No 512142-102643734
BupoBruua niyensis: Ne 512142-102643734

PRODUCT: Monural, granules for oral solution 3 g: g of the drug (3 g of the active substarice) In a sachet; 1 sachet
in a cardboard box o |

Mpogyxr: MOHYPAR, rpanynn AN 0panbHOro po3vMHY No 3 r; no 8 r npenaparty (3 r Rloyol peyoBUHK) B nakeTi; no 1
TnaKeTy B KapToHHIA navul

ACTIVE SUBSTANCE (per 1 sachet): fosfomycin trometamol 5,631 g; equivalent to 3,0 g of fosfomycin
Hitoua pevosuHa (Ha 1 nakeT): ochomiLmHy TpomeTamon 5,831 r, Wwo exsisaneHTHe 3,0 r dachomiumHy

REGISTRATION CERTIFICATE No: UA/9833/01/01

Peectpayiite nocsiguenHa Ne: UA/S833/01/01

BATCH No: 395399 ‘BATCH SIZE: 36792
Cepin Ne: 395309 Posmip cepii: 36792

Batch Certificate for Medicinal Products / CepTudikar sikocri cepii nikapcukoro 3acoby

TESTS SF’ECIFICAT[ON_S RESULTS
HarMeryBaHHA nokazHukis: CrELM$IKALYI PE3YNBTATA
Description White' granular powder with a characteristic odour of - Conforms
Onuc ‘mandarin flavour Bianesigae
MpaHyneoBaHWM  nopowok. 6inoro KOoNbopy .3
XapaKkrepHUM 3anaxom: apoMaTU3aTORa
- MaHLapPUHOBOrc
Identification:
flocroBipHiers: o L
A) ldentification of fosformyein frometariiol Retention time of main peak in the chromatogram of the  Positive.
focropipHicTe ocdhomiynHy TpoMeTaMony  test solution should correspond to that In the TloantueHo.
chromatogram of the fosfomycin trometamol standard
‘solution
Yac yTpumaHHR 0CHOBHOTO Rika Ha XpomaTtoerpami
BANPoGyRasoro posumnHy noavHed signasinatv Jacy
YTPUMaHHA OCHOBHOIO nika dochoMiLlHy TPOMeTaMony
Ha Xpomatorpami CTaHAapTHOre PO3YnHY docdomilmHy
TpoMeTamony
B) Identification of fosformydin® Rf correspondence for sample spotand standard spot Positive.
HocroeipHicTs docdomilumey* . BianesiaHicts Reans NriAM 3paska | cranvpapTy MNoauTreHo

C) Identification of trometamol*
HocrosipHicTs TpOMeTamony*:

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

HAAMEHYBAHHSA MOKASHUKIB

Assay of fosfomycin tromestamol

KinbkicHe BU3KaAMeHHS
chochomiumHy TpoOMeTaMoNy

Average net welght
CepenHs Maca

Uniformity of mass
OaHopiaHIeTs MacK

Water solubllity (wiv)
Po3unHHICTb Y Bofi {(MacaloB'eMm)

Description of 15% solution
Onuc 15% poaunHy

pH of 15% solution (wiv)
pPH 15% po3uuHy (maca/ob'em)

Water
Boga

‘Related impurities:
-CnopigHeHi goMiwkn:
-~ glycal derivative

- MNiKoNBHe hoXiaHe

~ I[mpurity A = 1-hydoxy-2-trometamoyloxy-
n-propyl phosphonic acid

= poMiltika A =-1-riapoxcu-2-TpoMeTaMaiNnoKcH-
n-npotlin ¢gocdiopHa kvenoTa

~ Impurity B = trometamol phosphate ester
- pomiwka B = qrocpaTHUA ehip TpoMeTaMONY

- Impurity C = prometamoyloxy fosfomycin dimer
- AoMiwka C = AUMep NPOMETAMOINOKCK
-chochomiLHy

Integrity of sachet (leak test) # o
LiinicHlcTh nakeTy (Nepepipka repMeTUUHOCTI# -

Microbial contamination™*
Mixpobionoriyha wmucrora*™

Total Aerobic Microbial Count (TAMC)

3aranbHe YKcno aepabHMX MIKPOOPraHisMIs:

Total yeast and mould count (TYMS) -
3arafibHe YACNo APIKAKOBMX Ta TINICHABKX rpubis

E. coli
E.coli

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

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

Within 60 sec
[poTtarom 60 ¢ek.

3AMEBOH CBITUEPRAHR NTR.

Bia luayctpia 13, 6814 Kagemnino, LliseRiapin

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

SPECIFICATIONS
CMEUNPIKALLA

At refease/ o Atthe end of shelflife/
Ha MoMerm sunycky . [pomsizom mepmity npudamuocmi
5,35 — 591 gfsachat 5,07 - 5,91 glsachet

(95 — 105%) (90 ~ 105%)

5,35 ~5,91 rinakeT 5,07 - 591 r/naket

(95 ~ 105%) (90 — 105%)
8,00+ 5%

8,00 +5%

Homogeneous, opaléscent solution”
[[OMOreHHWIA, onanacUeHTHWUA poaYiH

40-50

40-50

Not mdre than 0,5%

He Binbwe 0,5%

Al release/
Ha momernt 8unyeky

‘Not more than 0,3%

‘He Sinbuwe 0,3%

Not more than 0,3%

He 6inbwe 0,3%

Not more than 0,1%

He Ginwiwe 0,1%
Not mare than 0,1%
He &inbwe 0,1%

Conforms
Bignosigae

At the end of shelf-life/
[Ipomszom mepminy npudamsocmi
‘Not more than 1,0%

He Ginbwe 1,0%
Neot more than 2,0%

He Binkblwe 2,0%

Not miore than 0,5%

He Ginbuie 0,5%

Not more than 0.5%.

He Ginbwe 0,5%

Not more than 10° CFU/g

He Ginwwe 10° KYOr

Not more than 10 ,f’#ﬂ' o1

He Binswe 107 47

Absentlg H&
BigeyTtHa/lr $84°

RESULTS
PE3YNLTATU

5,72 gl/sachet
{102 %)

5,72 r/naket
{102 %)

805g
8.00r

‘Conforms
Bignoeinae

= 60 sac
< B0 cex’

Conforms

Bianoeinae

43
43

01%
0.1%

Not detectable
He BMABRBHO

Not detectable
He susieneHo.
Not detectable
‘He BuvasneHo.
Not detectable

He BUSIBNOHO

Gonforms
Bignoeigae

Conforms
Bianosinae

Conforms .
Bignoeinae

Conforms.
Bignosinae
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ZAMBON SWITZERLAND LTD. 3AMBOH CBITUEPNAHZ 1174,

" .; Vialndustia 13, 6814 Cadempino, Switzerland Bia Ingycrpia 13, 6814 Kagemnino, illaeiiyapis |
v Tel +41 91 9604 240 Ten. +41.91 9604 240
Fax +41 91 9664 351 Pakc +41 91 9664 351

* -'non routine test. If not performed N/A. (Not Applicable) is stated as resuit. If the test passes, the result is (Positive).
* - He [INA PYTUHHOIO @Hanisy, FIKLG He BUKOHYETLCSR, B AKOCTI pesynsTaTy BkadyeTees N/A. (He 3acTocoByeThos). HRWG TECT BUKOHYETLES,
B AKOCT pesynbTaTy BKasyeTheA (NO3UTHBHO).

**«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 € PYTMHHIM Npy BUNYCKY. [POBOARTH Ha KOXHIW M'ATIHA BUpobneHii cepil. AKWo He BUKOHYETLER, B RKOCT pesynsTaTy BKASYETECH
N/A; (He 3aCTOCOBYETLCA). AKLC TECT BUKOHYETHCR, B AKOCTI peaynLTaTy BKasyeThen (Bianosigas).

# - test is performed during the in-process control.
# - BU3HaYeHHA NPOBOAATL NPU KOHTPONE B NpoLeci BUpoGHUUTEE.

BATCH No 395398 COMPLIES WITH ALL THE ABOVE SPECIFICATIONS.
CEPIS1 Ne 395399 BI[INMOBIAE BCIM BULWEBKASAHUM CNEUN®IKALIAM.

Comments:.

KomenTapi.

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

Linm 3acsinuyto, wo suesukragena iHgpopmalia e gificHoto | npaBunieHoK. [laHa cepis npenapaTy BupobneHa Ha sragaHilt BuLe
AINBHULE, BITTIONAIOWM YNaKOBKY/MapKyBaHHS | KOHTPONL AKOCTI, y MOBHIA BignosigHocTi 4o Bumor GMP MICL@BOIrO POryFrIATOPHOTO
oprady { cneuwtpixayfii, aaTeepaxeHol B kpaiHi-iMnopTepa. MpoTokony BUPOOHULTBA, .YNIAKOBKW Ta aHariais Gynn nepesipei Ta
BM3HAHI TAKMMMK, WO BigNOBIAatOTL BMMOramM GMP. |

Batch release date / flata aunycky cepil: 06.12.2023
Certificate issue date / [JaTa punycky ceptudikara: 06.12.2023

Narne and position/title of person authorising the batch release £ 4/L14ND --HCW// ReESronSiBLe . TErson]
lNpiserie Ta nocagalspadHn ocobu, fika BUAANA Q03BN HA BUNYCK cepii

Signature W”V

Mianue

ZAMBON SWITZERLAND Ltd

Date of signatyre O #2{2=L3

HaTta nignucaxun

page/ctop 3/3




