ad‘iphas'm 130 Simeonovsko shose Blvd,, Sofia 1700, Bulgaria tel/fax +359 2 860 20 00
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Ceptndikar BUNYCKY cepii Ne 382
Batch Release Certificate N2 382

T Yapa Ypaita / Teva UA

3amoaﬂnul Chem .

f'HaBBa npop,yuw, cmna, ak&énicn tbocq)omuuH«TeBa 3 ¥ ¢oc¢omiumw Bl came
;,_‘,_P@_d}f?tﬁﬂmf?ﬁﬁ gth, Potency _Fos{qmycm-Teva 3 goffosfomyrm per 1 sachet

| Ha3Ba NpoAyKry QBHUKA Ta mxapcm«a ¢opma dochomityuH — Tesa, rpaHyImM And OpPaNLHOIo
PO3UNHY
ient product name, DOSBE FOrM e | Fosfomycin — Teva, granules for oral solution.
Poamip YNaKOBKM Ta TMN YNAKOBKK 1 Mo8r rpaHyn ans GPanLHOTO poawny y cawe, no ;
| 1 cawe B KapTOHHIN KOpOGUI :
| Package size and Package Type g g granules for oral solution in sachet, 1 sachet in

iﬂiKpama nmnoprep/ Importm ‘gtry o ’1 Yxpama_ Ukraine
| Homep peectpauiiinoro fMocsipueHHn / Marketmg I UAS20 53/01/01
3 authonzat\on number

ip cepii/ Batch size L
1 Bunym,eua KinbKicTh cepii/ Relea
‘ Manufacturmg date

Bupoﬁrmx A(DI | Bupobnux woccbdmxunny (y purnagi
| dochomiuury tpomeramony) B
e Ha3zga Myinin XBacyH ®apmacbrorikan Ko ﬂT,L],, m'am
l{ AP manufacturing site Manuféctarer of Fésf’on'lwnycin (as Fosfomycin
: | Trometamol) )
s Name Guilin Hwasun PharmaceutncalCo Ltd hina

‘ omepm cepm A‘DI/ Batch Numb
RinsHuug, BlAHOBIAa}lea 3a Bupoﬁnwu,mo npo,n,yxry in- bulk

| naKyBAHHR, KOHTRONL AKOCTI T3 BUNYCK cepitt
e Hasea | Apidapm EAL,

e Appeca 6yn. CHMEOHOBLKO woce 130, Codin, 1700,
Bonrapis

i

Ng BG/MIA — 0491

« Homep niuensii
Ne BG/GMP/ZOM/Z?S

»  Homep nocKAaHHA Ha Eudra GMP abo Homep
) cepTUGiKaTy E BianoBigHOCT ¢ GMP
" Bu\k “manufacturing, packaging, testing and batch release SIte

i

« Name . Adipharm EAD

130 Simeonovsko shose Blvd., Sofia 1700, Bulgaria
Ne BG/MIA - 0491

| Ne BG/GMP/2024/279

i
I
i
i

e Address

e Autharization number

e Fudra GMP reference number or certificate of GMP
Compliance . R I

1 ﬂocvmauua Ha CepTudikar anamsy Cepmd)mar auamay NO 382

Reference of Cer tificat nalysis Ce"(@l_fpvgaigygviwqg_l__g_lyta Ng 382

i Homepw rpadiunmnx matepianis / Artwork reference number

e ncrpyruin / PIL 244552 53
® Kopobra / BOX | 244552 sl
| 244552_52

‘ . “Erukerka / Label

He no-rpeéye cnemanbﬂux ymos 3Bepiravtis
; Does not requwe any spec jal storage conditions

‘7f \m (béu ///l /¢ //
K[(///L I‘

YMOBM 36ep|raHHﬂ
Flmqhed product storage ¢ conditions




adipharm 130 Simeonovsko shose Blvd., Sofia 1700, Bulgaria tel/fax +359 2 860 20 00
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- NMocnnanna na sigxmnenns (B pasi HaasHoctl) / Deviation Xni / no [hrak / yes
reference (where applicable)
. Komenrapi/ Comments -

Uum = nigreepmuyio, wio HasepeHa suue iHpopmauis € AOCTOBIPHOK T3 TOUHOIO. s cepia npopykry fyna
BUrOTOB/IEHA, BRNKOYAIONN YITAKOBKY/MapKyBaHHs Ta KOHTpOAL AKOCTE Ha 3a3HaueHilil Bule BUPOBHMYII AinbHuyi
(-}, B noswii BignosigHocri 4o sumor GMP, L0 BCTAHOBNEHI MicLeBUM PeryasTopHm opraHom Ta cneymdikayist
Peecrpayifinoro nocsiguenns Kpainu-imnoprepa. MNporokonm BUPOGHMUTBA, NaKyBaHHs i ananizy cepii Syno
nepesipeHo 1 BU3HAHO TakumMy, wo signosigawoTs GMP.

I'hereby confirm that the above information is authentic and accurate. This batch of product have been manufactured
including packaging/labelling and quality control at the above mentioned site(s) in full compliance with the GMP
requirements of the local Regulatory authority and with the specifications in the Marketing authorization of the
country. The batch processing, packaging and analysis records were reviewed and found to be in compliance with
GMP.

Ynoeuosaxena acoba / Qualified Person: Kiril Bozhkov

Hara / Date: 12.08.2025

Mignue/ Signature:
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Certificate of analysis / Ceptudikar aHanisy

O, WWW.4

No 382 /12.08.2025

Product Fosfomycin-Teva, granules for oral Code product 20753/01/01

solution, 3 g Koo npodykmy
fpod

PR pocpomiyun-Teea, eparynu ona

opaIbHO20 POHUHY, 3e
Manufacturer Adipharm EAD, Bulgaria Batch size 17 484
BupobHUK Adihapm EAL, boneapis i packs/ys.

Posmip cepit
Batch number 0590725 Expiration date 31/07/2027
Homep cepil TepmiH npudamﬂocmi
Date of manufacture 14/07/2025 Direction UA
Jlama eupobrHuymed Imnopmep Yipaina
o B ImltS/BMMOl’M ) i Resu!ts/ Pesvnb'ram """"

Appearance

IopHiWHIK BUINAL,

L9 IpeHTUdiKaLia GoCHOMILMHY:
; ~ HPLC/BEPX

1 . —Colour reaction/Ko/1b0pOBa. peakuia

' Average mass of content, mg/sachet
" »‘ CepeziHs Maca BMICTY, mr/came

v v?wUniformity of dosage umts/ OAHOD:AHICFL)
. [,030BAHUX OfNHNMLb

! - Mass variation/pozpaxyuxoso-aaroem%

[ MeTOA
o
| | Reconstltutlon t;me mln,
L5
| Yac po3uMHEHHS, X8, HE Binpwe
6 Appeardnce of oral solution

| | 3oBHIWHIA BUTNAS OpanbHOTo Po3unHY

1 pHa‘Fsralsolutlon
. pH opanbHOro pO3UUHY

. lﬁcauono H‘osfomycm/

i

s

ll Almost ‘white mixture of

% powder and granules with

| citrus flavour 1 Complies

CyMit NOPOLUKY Ta FPaHY.N b .

» ; . Bignosigae
| maixe Ginoro KONLOPY 3 |

| ATPYCOBMM BPOMATOM |

Complies/Bianosigas
Complies/Bianosifae

To comply with the tests
BMTpMMyC anpoﬁyaaﬁnn

| e
"7 400 - 8 600 (8 000) i gmg/sache

\ Mr/cawe
L AVELL=15 a7
AV<L2=25 |
| 1 | < 1 min/xs
|

1

Clear to opalescent
' Bip Npo30poro A0

| Complies/Bianosinae
{ MYTHOBATOrO

4,7

Adipharm EAD Bulgaria, tel./fax +359 2 860 20 00
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adipharm.

- Related substances, HPLC, %, NMT

- CynyTHi gomiwku, BEPX, %, He Ginbue:
-~ Impurity A/flomiwka A Net Qtente / s
; n . 0,3 | BUAB/MEHO
19 —Impurity B/Jomilka B 03 L 0.07
S A specified i i - ’ "
: r?y unsp le. mpurity/Byab-aka 0,10 . Not detected / He
| HeBIAOME AOMIILKA  BUAB/RHO
—Total i . ) .
N Total impurities/3aransHi gomiwku 05 0,07
10 | content of Fosfomycin, mg /sachet 2 850,0 -3 150,0 3130,1
[T BmicT docdomiymmy, mr/caure (95,0-105,0 %)
' AMicrobiological 'q'Uality/'f‘v{}l”i’kpoﬁionoriwa
| AKICTG: 5 | 1
-~ TAMC, CFU/g, NMT/3aranbHa KinsKicTs 10 <
j - aepobHux mikpooprauizmis (TAMC), KYO/r,
11 He Binbwe
: G 1102 <1
- ~TYMC, CFU/g, NMT/3arasbHa KinbKicTs !
- ApiKMpKOBUX Ta MnicHeBUX rpubis (TYMC), :
KYO/r, He 6inblue )
~ Escherichia coli, 1 g/r | Absent/ BigcyTHs Absence/BigcyTHn

f confirm that the results from the analysis of the product Fosfomycin-Teva, granules for oral solution, 3g, batch 0590725
are following the current specifications in the Marketing Authorization.

A NATBEPAXYIO, WO Pe3y/ibTaTu aHasizy nikapcsKoro 3acaby PochomiunH-Tesa, rpaHyiu AR opanbHOro PO3UMHY, 3 r
cepin 0590725 signosigae aiticHiil cneuudiraui, ekazaHiii a peecTpauifiHomy nocsiguerui.

12.08.2025
Date/[ara

Manager’QC /K. Bozhkov

Adipharm EAD Bulgaria, tel./fax +359 2 860 20 00
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