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AEPKABHA CJIYKBA 3 JIKAPCHBKHUX 3ACOFBIB
TA KOHTPOJIIO 3A HAPKOTUKAMMH y m. KHEBI
npos. Hanii Caitnayuol, 3, 02099, ten, (044) 295-26-85
E-mail: dis.kyiv@dls.gov.ua, Kog €APTIOY 37079055

BUCHOBOK
Npo sIKIiCTH BBe3eHOro 8 Ykpainy jikapcbkoro 3acofy
10.08.2023 Ne 40725/23/2611
DOCOOME]L

(HARMEHY BAHH JHKAPCLKOIO 3aCoBY IO 3 peceIPailiiHuM HOCBIIMEHHAM)
CPpaHyJIH LISt OPAJdBHOro POIYHIY 110 Ir Y caiae, 110 1 came B Kap’r()!i[-liﬁ l€0p06ui

(popma BriycKy, JO3yB8HHS, BIL AAKYBAIEA AIKAPCHKOIO 3ac00y)
Homep pecerpaniftnoro nocsindenns UA/16771/01/01 erpox aif peecrpauifinoro nocsimenns 15.06.2023
Cepis nixapebkoro sacoGy Ne 209002040 Kinpxicrs pesenoro nikapeskoro sacoGy 18892

BupoGnuk YOPJII MEIIMLIMH LJTAY CAH. BE TLIDK. A.ILL, Typeqanua

(nafiveHyBaHS BHPOSHIKE AKAPCLKOro 3acoBy, KPalHa NOXOMKEHs)

Breseno B Vkpainy Tosapucreo 3 obmexenoro sinnosigansuicro "HBJYC GAPMA",
inent. kom: 43821180
(natimerysariy Ta kog 38 CJIPTIOY wpuawanol ocolr e6o npisswme, iM's, no Gatbkosi disuHof
ocobu ~ mianpuestus, 1¥ Micue npoxusands T4 peecrpautiifodi noMep o8aikbBOY KAPTKA MIATHUKA
nogarkis abo cepis Ta HOMEp TaCnopTa)

Mporoxon sisyansuore wourposno six 10.08.2023 Ne 2288/1,

Ja  pesynpratamMu  ICPAKABHOTO  KOHTPOMKD  BCTAHOBACHO, o  fikapcskuli  3aci0  smeseno 8 Yepaluy 3

XOTPHMAHHSIM BUMOr 33KOHOAABCTEA WOAO 3abe3nedeHs SKoCTi AxapCLKuX 3acodis.

Muxona XOJIOJEHKO

(nipmac) (iniwianu Ta npissuiLe)
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Manufuctured by WORLD MEDICINE ILAC SAN: VE TIC, A:S.
Location; 15 Temmuz Mahallesi Cami Yolu Caddesi
No:50 Gunesli Bageilar/Istanbul, Turkey
License: TR/AUY/2019/12-0

Bupotneno: YOPJI METUITHH IAY CAX. BE THIXK A0
Micuessaxomnenis; 15 Temmys Maxagnewi Mxani Homy: llmamccl
Ne50 Ionewni Barawunap/Cramyn, Typeusnng

Hierain: TRIUY/2019/12-0

CERTIFICATE OF ANALYSIS No. 40000018867
CEPTH®DIKAT AKOCTI
Product name: FOSFOMED
Hasea npodyrmy: DPOCDOOMEN
Pharmaceutical form, granules for oral solution 3 g in a sachet; 1 sachet together with a leaflet in
package type and size: a carton box _
JImapcz:m opma, munma  ‘2panyny O OpatbHo20 posuury no 3 2y cawe, no 1 came pazom 3 InCmpyKyieio ona
posmip YMaKosKu: MeOUHHOZ0 3aCOCY8ANHA Y Kapmouniil kopobyi
Dosage / potency: Fosfomycin (as trometamol) 3 g
Hosza / cuna Oii: Docomiyuny (v popmi mpomemomony) 3 2
Registration certificate:
Peecempayiiine nocaiouenns: Ne UA/16771/01/01
Batch no.:
o cepit: 209002040
Batch size:
Posmip cepii: 19441 packages/ynaxosor
Manufacture date: ‘
Lama-eupobnuymisa: 09.2022
Expiry date: .
Tepmin npudammnocmi; 08.2025
TEST LIMir RESULT
Hoxasnuxy sxocmi Hopmyesanns Pesynvmam
Appearance White to off-white orange mandarin flavoured | Conforms
Onuc homogeneous granular powder. Bionogidae
OO0HOpIOHUYl  2paHYILOBAHUT NOPOUIOK BiN0Z0.
abo maiiice 6inozo KOALOPY 3 GHENLCUHOBO-
MAHOADUHOBUM 3ANAXOM.
Identification of Retention times of main peaks which are | Conforms
Josfomycin trometamol obtained from  sample and  standard | Bionogioae
Toenmudixayin chromatograms should be similar
gpochomiyury mpomemamony 3Hauenns wacy YmpumMyeaHus OCHOGHUX Wikie na

XPOMAmOzpamax 3pasxka i cmawoapmy maiome
6ymu cxocUmy

Uniformity of mass

Average sachet weight.

Cepedus maca emicmy caute Max. 2 of single weights can deviate more than =+ | Conforms

8000 mg = 7.5% (7400-8600 mg/sachet) 7993 mg/sachet
8000 mz+7,5% (7400 8600 me came) (MZ/CGLU@)

Odnopiduicmy macu 7.5 % and none of thém can deviate more than % | Bipnosidac
15.0 %,
Marcumanono 2 inOueioyansui macu moxicyms
gioxunsmucs wna Givews wine * 7,5% ¢id
Ccepednvoi macu, | oCOOHG 3 HUX HE MAE
gioxwiamucs wa 6ineiw wine + 15,0% eio
cepedHbol Macu
Uniformity of desage units Aceeptance value should meet the requirements | Conforms
Oonopionicme oozosanux | Iloxaswux npuiinamnocmi nogunen gionogioamu | Bionogioac
oounL sunmoam
pH 3.5-5.5 4.0
Water not more than 1:0'% 0.3 %
Booa !
Assay of |
fosfomycin trometamol i13.0 g/sachet
Kinvricre eusnavenss (z/cawe)
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Manufictured by WORLD MEDICINE ILAC SAN. VETIC. A 8.
Location: 15 Temmuz Mahallesi Cami Yolu Caddesi
No:50 Gunesh Bagcilar/Istanbuil, Turkey
License: TRAJY/2019/12-0

Bupogneno: YOPJIZ MEJUINHE LIAY CAH, BE TIIIK. AL,
Micugshaxomrensia: 15 Temmys Maxarmens, Dixai Mony Iokandeci
Ne50 DMiowemni Barivistap/CramByn, Typewunng

Titensis: TR/UY/2019/12-0

| pochomivury mpomemanony

Related substances
Cynposioni domiwru
- impurity A
~Oomiuxa A

- impurity B
-Oomiuka B

- impurity C
~Qomiwxa C

- impurity D
-0omika D

not more than 0.3 %
ne 6invuie 0,3 %
not more than 0.3 %
ne binvue 0,3 %
not more than 0.1 %
ne 6invive 0,1 %
not more than 0.1 %
He Ginvwe 0,1 %
not more than 0.1 %

0.22 %

0.21 %.

Not detected

He suseneno
Not detected
He gussneno

Not detected

- single unknown impurity

. . . ) N § ¥
~00UHUYHA HelOeHMUPIKo8and He cungneno

ne 6invwe 0,1 %

oomiuiky
- total impurities not more than 0.5 % Conforms
-Cyma domiuioxr e Ginvuie 0,5 % Bidnosioae

Microbiological quality
Mixpobionoziuna yucmoma

— total aerobic microbial not more than 10° CFU/g <1 CFU/g

count (TAMC) ne Ginvwe 10° KYO/z <l KYO/e

- 302aNbHA KINbKICMb aepoBHUX

mixpoopearismie (TAMC)

— total yeast/moulds count not more than 10? CFU/g <1 CFU/g

(TYMC) e Ginovwe 10° KYO/2 <] KYO/z

-30q2QN6HA KINbKICHb

OPIdNCONCOBUY, WA NNICEHEBUX

epubie (TYMC)

— Escherichia coli Absent/g Absent /g
Biocymui/z Bioeymni/e

I do hereby certify that the abovementioned data are trustworthy and accurate. This product batch is
manufactured (packaging/labelling included) under the quality control on. the abovementioned manufacturing
site.in full conformity with the GMP requirements, established by the regulatory agency of Turkey as well as with
the specification and control methods of the analytic-normative documentation, registered in Ukraine. The
protocols of manufucture, packaging and analysis are reviewed; conformity with the GMP is established.

Lum 5 3aceiowyio, wo nepepaxosand guye ingopmayis € docmogipnoio i mounoio. Lia cepis. npodyxyii Gyna
GUZOMOBNENA  (GKMIOUMIOUY NAKYBANNA ./ MADKYSAHHS) 3 WMPOGEOEHHAM KOHMPOMO SKOCHI HQ GUMEEKA3aHI]
eupobnunili Oinsnuyi 6 noenili eidnosionocmi 3 eumozamu GMP, Gecmancenenmi pezyiamopHum. Op2aHOM

Typewuurtu, @ maxooic 'y gidnosionocmi 31 cheyudixayiclo I memodamu xowmpomo. sxoemi (MKA),
3apeecimposanumu 6 Yipaini. IIpomoxonu UpoGHUYME, yRaxoexy ma ananizie Gyny nepeeianymi ma ¢CmanoeneHo
gionosionicmy GMP,

Surname and position of person, approving batch release to market
lpissuwe ma nocadq / seanns 0cobu, sxa eudana 0036in Ha BUNYCK Cepil

Signature and date, stamp
Hionue ma dama nidnucanns, newamia / wimamn 05.05.2023



