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Ne nfu Hassa apanisy Cuegudikauin
Sr. No. Test name Specification
Huenrndukanns:
« METHANPEAHHIONoHa, YO TlonoxuTensHo Coorpercinyer _
- MeTIpeRHH3osoNa, BEKYX TToAORUTENLHO CooTBETCTBYCT
Identification: .
-Methylprednisolons UV Positive Complies
~Methylprednisolone HPLC Positive Complies
Konsgectsennoe onpefeneHye:
» METHIITIPEIHUIONOH 3,6-4,2 Mr/Tabnerky 3,949 mr/rabrierky
n Assay
~Methylprednisolone 3.6-4.2 mg/tab, 3.949 mg/tab.
ORHOPOAHOCTE CONCPMAHMS B coorserersny ¢ Esp.d.
DERCTBYIOUISIO BEIICCTRR
~ IpyemMonHoe Yucno He Gonee 15,0 2,6
Content uniformity of active -
substance Asper BP
~ acceptance number NMT 15.0 2.6
Pacraopenne 3a 30 Mun,, Pacraopenne S1 (Esp.©.) 96 %
Q=10 % Pacrsopenue S2 (Enp.Q.)
Pactopenne S3 (Erp.®.)
12| Dissolution in 30 min, Q<70 % | Dissolution $1 (EP) 96 %
Dissolution $2 (EP)
Dissolution 83 (EP)
MukpoGuonoruieckas 4HCTOTA
- Obmee gueno adspobHBIX He 6onee 1000 KOE/r <10 KOE/r
MHKPOOPraHUIMOoB
- Qfee YHONO JPONOKEBEIX M He 6onee 100 KOE/r <10 KOE/r
TUIECHEBRIX TprboB
13 - Bscherichia coli Orcyrersue s 1 r OrcyretyeT
Microbiological purity
~ Total aerobic microbial count NMT 1000 CFU/g <10 CFUlg
- Total combined yeasts/moulds NMT 100 CFU/g <10 CFUlg
- Escherichia coli ’ Absentinlg Absent

BHUCHOBOK: / CONCLUSION:

TpomyKT BUFOTORNENHO, YTAKORAHO T4 TIPOAHANIIOBAHO 3ri/HO 3 BEMOraMy peecTpaifHoro TOCBIMeRHA,
The product is manufactured, packed and analyzed as per requirements of Registration Certificate,

Binnosijae cranaapraM T4 sumoray GMP.
It complies with GMP standards and requirements,

Jliuensis Ha BUPoGHIITRO JiXapehKuX 3aco6is:
Licence for medical products production:

Ceprudixar Ne 009/2020/GMP
Certificate Na. 009/2020/GMP

Cepig AB Xt 598054
Batch AB No. 598054
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Llstm £ 30CHIINYIO, (10 NRBCACHS BILE THQOPMALLIN € AOCTOBIPHOI Ta TOXHOK, Lito cepio fposykuii Gyno supotnero (s
APOBLACHO KOHTPORL T AKOCTI Ha BuilicIasHadenifl ninbhuni ¥ noBHIH BIANCHIRHOS
TAKOX BIAMOBIANG N0 cneusdikanif, WO MICTATLCA Y PRCCTPAUIRHOMY NothC 8
NpoayKuixo iMnoprosano, a6 y Kocke creusdixauiil Ha npenapat AR ROCHLIRYBAHOSO

Byno NeperatHyTo Ya seTanonneHo sinnosignicrs GMP,

o Toprosift nincHall kpsin-BHPOCHH
nikapeskoro 3ac06y. [TpoToronn BHpo

CHYCYM GAPM»
¢ A ft
‘%"JJ@&&‘}W&‘QB gelin) 12
1 3 sHMorans GMP, BeraiopAeumit ¥ &;mwﬁ HOM, &

1 hereby confirm that the above mentioned information is authentic and aceurate. This batch of the product was manufactured (including ;)acking/rpmking) and
its quality control was performed at the site mentioned sbove in ful) concordance with the requirements of GMP imposed by focal régulatosy authority as well as

aceording to the specifications included in the registration dossier or the trade li
imporied, or in the dossier of product specifications for the examined drug product.

approved in complying with GMP,

cence of a manufacturer country or importing country if the product was
The protocols of manufacturing, packing and analyses were reviewed and

£

Ximig-anamiTuk 3ap. naGoparopieio BKA | Havansnux BKI nopHopa)kena ocoba

Analytical Chemist 7QC Lab In-charge QC Head cSnalified Person
Im’s/Name: Eopuicote i 1D G"pu oo B PC‘{’}’“ \C:Y’}'i\ ‘

. g y V) /7 i
Minnuc/Signature: "‘:?1([) 78 . (}\\ 5; &
Hata/Date: Y /()5 / éf O3 / &8, f & j
b
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KYCYM AP

CEPTUDIKAT SAKOCTI mmwigi“‘“‘“‘“
CERTIFICATE OF QUALITY 601
N

Haina xpoaykry: METHIIPEN rabnerku no 4 mr S
Name of product: METYPRED tablets 4 mg,
Cuna pils MeTwinpennizonon —4 Mr
Strength: Methylprednisolone -4 mg
Cepia Ny / Batch No.: 2047837 Po3mip ynaxonks / Package size:  Nel100
Peecrp. Ne/ AR No.: FP/0414/21 Fan ynakosku / Pack type: Pnaxon / Bottle

Posmip cepii/ Batch size: 499 400 Tab/tab Hara suroropnenns / Mfg, date: 02,2021
Kin-re ynaxosow / No. of packs: 4 994
Kpalua / Market: UKR

Peecrpaniitne sovsinuennn Ne:

Tepmin npuaardocrl/ Exp. date: 02,2026

TepMin nil Beobmeker

Registration Certificate No.: UA/0934/01/01 unlimited validity
Ne n/n Hazsa ananizy Creundlxanis PeaynvraTi ananisy
Sr. No, Test name Specification Test resujt
Lper [Moutw Senwiit, Germiit Couorsercrayer
i ‘ Color White, almost white Complies
HAuamerp 6.9-7.3 Mm 7,07 Mm
2 Diameter 6,9-7,3 mm 7.07 mm
Qopma Kpyraas, onockas, co CKOWEHHLIMH KPagMu COOTBETCTRYET
3 Shape Round, flat, beveled edge Complies
Pucxa C onnoit croponst Cootnerernyer
4 Line On one side Complies
Kon Oreyremyer CooTneTcTRYET
= Code Not available Complies
Obonouxa Oreyrerayer Coorsercrayer
s Coating Not available Complies
Cpennsa Macea 114-126 mr 119,6 mr
v Average weight 114-126 mg 119.6 mg
OnrOpOAHOLTE MaCCH! IS Esp.D. Coorrercrayer
CANRUUN JOIMPOBAHHOID
8 JIEKAPCTBEHHOIO CPeAcTsa
Uniformity of weight for a unit of | Ep Complies
medical product dosage
PacnianaeMocTs He Gonee 15 mun,
? Disintegration NMT 15 min.
Hcerupaemocors Tabnetox Ge3 He Gonee 0,5 %
10 ofonouxy N
Friability without coating ’
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