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BUCHOBOK | :
Npo AKICTh BBE3eHOr0 B YKpaiHy JiKapcLKoro 3acofy
10.07.2023 Ne 34986/23/2611
DOCPOOMEJ

(HARMEHYBANHA NIKAPCLKOro 3ac-:;ﬁy IFLAHO 3 peeCcTpaltifiHny nocsi/l4eriam)
rPaHy/ I LIS OPAJILHOrO PO3uuHy 1o 3 ry came, no 1 cawe B kapTonHiit Kopooui

(hopma Bunycky. 103yBaHH, BHA NAKYBAHHS 1iKAPCHKOFO 3acody)

Homep peecpauiiitioro nocsinuenns UA/16771/01/01 crpox aii peectpauifinoro nocBinyeHRs HEOOMEXKEHH

Cepis nikapeskoro sacoby Ne 209002030 Kinekicts BBe3eroro fikapehkoro 3acody 19402
BupoGHrix YOPJII MEJIMIIUH 1JTAY CAH. BE TIDK. Alll, Typeuynna
G (HalMCHYBaHHA BUPOOHMKA AiKapCLKOro 3acoly. Kpaina MoXoLKeHHs)
Breseno B Vipainy Tosapucrno 3 odmerkenoro pignosizannuicrio "BJIVC ®APMA",
inenT. koa: 43821180 |

(Hakmenysanus Ta koa 3a CLAPTOY opuanyrol 0codu ado npissuiie, iM's, 10 6aTbkosi Giznynol
0cobH - nianpuemus, i Miclie NPoAHBAKKS Ta peecTpaltiiinmii HOMEP 00JIIKOBOT KAPTKH NJATHHKA
nojarkis a6o cepis Ta HoMep nlaciiopta)

[IpoToron Bisyanwuoro xourpomo sin 28.06.2023 No 1779/10.
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WORLD MEDIDINE

g

Manufuctured by WORLD MEDICINE ILAC SAN. VE TIC, A.S.
Location: 15 Temmuz Mahallesi Cami Yolu Caddesi
No:50 Gunesli Bageilar/Istanbul, Turkey
License: TRAUY/2019/12-0

Bupodneno: YOPJII MENAMIINH LIAY CAH. BE TIAXK. AIIL.
Micnenaxomxenys: 15 Tesnys Maxanneui Joxami Hony Ioxamnec
Ne30 IMoweni Barmpnnap/CramGy s, Typeyunna

Tiuensis; TR/UY/2019/12-0

CERTIFICATE OF ANALYSIS No. 40000018806

CEPTH®IKAT AKOCTT

Product name: FOSFOMED

Haszea npodyxmy: POCDPOMENT N
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 .

Jixapeera Gopma, wmun ma SPAHYAU 0N OPANLHOZO posuuny no 3 2y cawe, no 1 cawe Pasom 3 incmpyryiero ons
DO3MIp YRaroexuy: MEOUNHO20 3ACMOCYBAHHA Y KAPMOHNTT Kopoby |

Dosage / potency: Fosfomycin (as frometamol) 3g

Hosa / cuna dii: Dochpomiyuny (v popmi mpomemamony) 3 2

Registration certificate;

Batch no.:

Ne cepii- 209002030

Batch size: -

Po.a;zpsce;ﬁr 19 391 packages/ynarxosox

Manufacture date:

Hama supobuuymea; 09.2022

Expiry date: _

Tepmin npudoamnocmi: 08.2025

TEST LIiMIT RESULT
Hoxasnuxu sxocmi Hopmyeauns Pesynoman

Appearance White to off-white orange mandarin flavoured | Conforms
e homogeneous granular powder. Bidnosidac

Qonopidnuii  zpanyrsosarnuii HOpOUIOK Ginoeo
abo wmaiince 6inozo KORBOPY 3 areiibCcUHOo80-
MAHOAPUHOBUM 3ARAXOM.

Identification of

Josfomycin trometamol
loenmugixauian

Ppochomiyuny MpoMEmamony 3nauenns yacy YIMPUMYBARHA OCHOSHUX NiKiG HA

Retention times of main peaks which are Confnnns.
obtained  from sample  and  standard | Bidnoeidge
chromatograms should be similar

XPOMAMOZpAMAX 3paska i cmandapmy maioms

Oymu cxovcumu
8000 mg + 7.5% (7400-8600 mg/sachet) 7952 mg/sachet
8000 rz + 7,9% (7400—8600 M&/CGME) CM&"CQM&’)

Max. 2 of single weights can deviate more than = | Conforms

7.5 % and none of them can deviate more than =+ Bidnosidde
15.0 %. |
Maxcumaneno 2 indusioyansmi macu MODICYMb
cioxunamucs na Girvews Hive + 7.5% gid
CepeonvOl Macu, | HodHa 3 Hux wne mae
gioxunamucs na Ginews wise - 15,0% sgio
Cepeonvoi Macu

Acceptance value should meet the requirements | Conformns -

Oduopiowicms Oososanu | Ioxasnux wpuiinsmuocmi nosunen 6idnosioamu Bidnogidae
oounuYL GUMOcaM

 pH 3.5-5.5 3.9
Water not more than 1.0 % 0.3 %
Booa ne bimvue 1,0 %

Assay of

Kinvricne susnavenns

fosfomyein trometamol

3.0 g/sachet £ 5.0 % (2.85-3.15 g/sachet) 3.0 ‘gfsachet
3,0 2/came + 5 % (2,85-3,15 2/cquie) (2/cawe)
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\ Manafactured by WORLD MEDICINE ILAC SAN. VE TIC. AS,:
Wm WORLD MEDICINE Location: 15 Temmuz Mahallesi Cami Yolu Caddest
MR Pharmscoutical Company No:50 Gunesli Bageilar/Istanbul, Turkey

License: TR/UY/2019/12-0

Bupodnena: YOPJI MEJUINH LIAY CAH, BE THIK. A,

Micueanaxomkerss; 15 Tesuys Maxamnemi Jokami Homy Jixanneci

Ne30 Nonewni Barmiiap/Crambyn, Typeauauna h
Jineesia: TR/UY2019/12-0

docghomiyuny MpoMemamony
Related substances
Cynpogioni domiuku

- impurity A not more than 0.3 % 0.25 %
~OoMiwra A He bimvue 0,3 %

- impurity B not more than 0.3 % 0.29 %
~QomMiwra B He Oinvute 0,3 % i

- impurity C not more than 0.1 % Not detected
-0omiura C He Oinviue 0,1 % He susaneng
- impurity D not more than 0.1 % Not detected
-domiwika D He Oinvuee 0,1 % He susneneno
- single unknown impurity not more than 0.1 % Not detected
-00UHU KA Heidenmudiroeany ne oinowe 0,1 % Hle suseneno
ooMmiuika

- total impurities not more than 0.5 % Conforms
~CYMA QOMIULOK ne 6inviue 0,5 % Bidnogidae

Microbiological quality
Mixpobionoziyud vucmoma

~ total aerebic microbial not more than 10°* CFU/g <1 CFU/g
count (TAMC) e invwe 10° KVO/2 <l KYOre
- 342aNbHA KINbKICL aepobHUX

MIKpoopzanizmie (TAMC)

— total yeast/moulds count not more than 10* CFU/g <1 CFU/g
(TYMC) ne Ginowe 10° KYO/> <] KYO/z

=342AnvHA KinbKicmb
OpioncOdICOsUx Mma nricenegoe
zpubie (TYMC)

— Escherichia coli Absent/g Absent /g
Biocymmni/z Biocymni/z

I do hereby certify that the abovementioned data are lrustworthy 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 Ukrgine. The
protocols of manufacture, packaging and analysis are reviewed; conformity with the GMP is established,

GUZOMOBNENHA  (BRIIOYAIONU NAKYEAHHR / MADKYEAHNHR) 3 npogedeHnsim KORMPORIO AKOCMI HA GUICBKAZGHIT]
SUDODHUYIT Oinbhuyi 8 noauisi BIONOBIOHOCHE 3 GUMOZaMY GMP, scmarnoanenmu pezymamopnum op2anom
Lypevuuny, q maxooc y eidnoeidnocmi 31  cneyugbivayicio i memodamy Kormpomo axocmi (MK,
3apeecmposanumu ¢ Yipaini, Ipomoxonu 8UpOGHUYMEA, YNAKOEKY Ma ananizie byu nepeznanymi ma ecmarnoeneno
gionoeidnicms GMP. =

Surname and position of person, approving batch release to market
Lpizewye ma nocada / seanus 0cobU, axa eudana do3ein na BUNYCK cepii
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