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CONFORMITY CERTIFICATE / CEPTH®IKAT BITHORIAHOCT!

NolaAe V1
Product ? [Ipodvim

Strenght/potency’ Cuna oft/axmugnicnns

Intemal code' Bipunpiuniti koo

Imponting country® Kpaina ixnopmep
MAH?® Bracuux PIT

Marketing Authorization No./ Registration Certificate in destination
couniry No.”

Peecmpayiiine nocsidwennn/Cepmudixam pecempayil' ¢ Kpaini
Hpustavenna No:

Batch No.® Cepia:

Manufacturing date’ Jama eupobuuymea:

Expiry date'® pudanmuii do:

Quantity certified/ released" 3acansna cepmughinosana/aunyiyena
Kinexiche

Quantity for sale/distribution'? Kizskicms das npodasicy/ducmpubyyit:
Address of authorized manufacturing and control sites”
Adpeca aemopusosanux eupoSnusux JiATHOK Ma KOHMPONIO

Manufacturing Authorisation Licence No for the manufacturing and
control sites'

Ho3sin wa eupobuiymese Np 0an aupobuuviex dinanox ma KOMMpoMIo
GMP Centificate(s) No for the manufacturing and control sites's
Cepmughixam(u} GMP Ne dna supobuuvux diagnox ma KOHMPOMO,

Centificate of analysis No./date attached '¢ Cepmugpixam Sxocmi
12

Metirom powder and solvent for
solution for injection; 500 mg in the vial
with powder, 7.8 mi of solvent in
ampoule; 1 vial and 1 ampoule in a
carton box - powder

Memupoat nopoutox ma pozuunnux dan
PO3uuny 038 in ‘exyfili; no 500 sz y
thnaroni 2 nopowkos, no 7,8 s
posuunnura 8 awnyni; no 1 dhaarony ma 1
AMAYAL 6 Kapmonuiil nawyi — nopowox
3500 mg methylprednisolone (as
methylprednisolone sodium succinate)
300 a2 memunnpednizosony (v euznsdi
Mennnpeoni30aony HOMpPIo cyryurany)

345623300

UKRAINE VKPAIHA

S.C. Rompharm Company S.R L., Romania
K.T. Poxihapai Komnani C.P.JT, Pyaunis

UA/20233/01/01

2508825
05.2025
05.2027
3130

5128

S.C. Rompharm Company S.R.L.

Eroilor str. No 1A, Otopeni city, 075100,
county Ilfov, Romania - building Rompharm 1
and Rompharm 2

Drumul Garii Otopeni Street Ne 52, Otopeni
C.lty’ 075_ 15

8825/ 03.12.2025



| R AR <GB,
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Ae/Damea dodasnmves

Comments /Remarks/ Deviations!?
Konenmapi 7 Hpuatimeu 7 Bioxunenns

I thereby certify that the above information is authentic and accurate. All the manufacturing :

stages of this batch of product including packaging/iabelling and quality control have been carried out at the above
mentioned site(s) in full compliance with the GMP requirements of the EU [when within the EU] and with the
requirements of the Marketing Authorisation(s) of the destination country/countries. The batch processing,
packaging and analysis records were reviewed and found to be in complicrke with GMP,

L{uat 7 3aceiduyio, uo nasedena auye ingopmayis ¢ docinosipuoio ma mowroswo. Lo cepio npoduryil 610 aupofneno
{sroNmoNg RAKYEaHHS/MAPKVEaHHR) nid nposedero KoHmpaab IL AKOCn Ha auesasnavenii GiteHuyi v noeuii
gionogionocnii 3 eumozasit GMP, ecmanognei MICYEGUA! PESVREINOPHNAL ODP2OHON, & MAKONC GIONCEIdHG do
eneyugiayill, o sicmamea y peecmpayifinory docee kpatau-innopmepa. Ipomoxoau eupobuuymea, NarVearms ma
ananisie 6ya nepeznanyine ma ecmanoeaeno sionoeionicms GMP.

This batch was certified and released for the market®® Jana cepis npenapamy Gyaa cepmughixod) X
NG GUNYHIENT HA PUHOK

This batch of product is certified for release by another qualified person' Hawa cepiz npenapar
Byna cepriughixoearna ma eunvigenda na purox imuow Kearighixoeanow Ocobow

Qualified Person name Keanighixogana Ocoba:
Issuc date Jama eunyvery:
Signature Hionuc;
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Certificate of analysis of finished product no. Ne8825
Cepmuipiam ananizy xinyesozo npenapamy. Ne8825

Form code Kod doxyarernmy:

CC-PelibCA-143]1 FI ed.3rev.l

Product fpenapam Metirom powder and solvent for solution for injection, 500 mg; 500
mg in the vial with powder, 7.8 mi of solvent in ampoule; 1 vial and
1 ampoule in a carton box — powder
Memupor nopouox ma poswunnux 018 posuuny Oas in'exyit, 300
m2; no 300 xe2 y ghaaxoni 3 nopowkeas, no 7.8 sa poavunnuka ¢
axyni; no 1 gaarony ma 1 avinyai 8 kapmorwiii navyi — nopoutox
Batch Cepin 2508825
Manufacturing date 05.2025
AMa SUpODHUMEa
Expiry date Hpudamnuii do 035.2027
Manufacturer Bupodnux S.C. Rompharm Company S.R.L. KT. Pouchaps Kosmani C.P.JL.
No Characteristics Acceptance limits Control methods Results
No Xapaxmepucmuusu Medici donyemuriocmi Memoou konmponio Pesyromamu
1 | Appearance White or almost white Visual, p.1.1 MQC Complies
Onuc powder Bisyaaono, n. 1.1 MKSA Bionogioae
Ilopowior: ¢id Girozo oo
Matixee binozo xoabopy
2 | Water (KF) NMT 2.0 % (m/m) Ph Eur. *, 2512,p. 12 0.7
Baticm eodu (KF) He dirowe 2,0 % (/s MQC
Eep.d. > 2512 n 1.2 MKS
3 | Appearance of Clear colourless liquid Ph.Eur. *,2.2.1.,222,p. 1.3 | Complies
reconstituted solution** | Ilpozopa Gesbapena piduna | MQC Bionogidae
osriunin euznad €ep b *, 221222 n 13
6I0H08AEH020 POIYUHY"™" MKA
4 Mechanical impurities: Practically free of visible Ph.Eur., 2,9.20, p, 1.4 MQC Compiies
visible particles** particles €ep.&., 2.9.20, n. | 4 MKS | Bionosioae
Mexarniuni exniovenns: | Mpaxmusno eirenuii gio
GuOuMI wacmunk™™ SUOUMUX YACHTUHOR
5 | pH of reconstituted 70-80 Ph.Eur. *,2.2.3,p. 1.5 MQC | 7.40
solution™ 7.0-80 Cop.D.* 223 n 15MKAT
PH eidnoerenozo
DOTUUKY™
8 Mechanical impurities; NMT 6000 particles of Ph. Eur. *, 2.9.19, method 1, Complies
subvisible particles** 2 10 ym p. L6 MQC Bidnogidae
Mexaniuni sxmovenns: | NMT 600 particles of > 25 Eop.d. * 2.9.19 Memoo 1, n.
Heeudumi HacnuHKy™ pm 1.6 MKA
He binvute 6000 vacmunon
posatipom 2 10 axar
He dinvute 600 vacmunox
poipon > 23 axa
7 | Reconstitution time NMT 60 sec Visual, p. 1.7 MQC 42
Yac eidnoenenns™* He birvute 60 cex. Bizyassno, n. 1.7 MES
8 | Uniformity of dosage ' Ph. Eur. *, 2.9.40 (mass Complies
units” variation), p. 1.8 MQC Bidnosidac
Odnopionicms AV<13.0 €ep.P. *, 2.9.40 (PBM), n. 1.
dozoeanux odunuys ¥ 8 MKA
9 a) tR, Test € (tR Ref + Ph. Eur. *, 2229 (HPLC)in | __ _
Identification of 0,3) min house CC-Pidoz-2239 L jpm
methylprednisolone 21- a) IR Test € (tRRef +0.5) | p. 1.9 MQC (Bionosivat,
hemisuccinate” xe. €ep.d.* 2229 (B o AT
foenmudixayiz b} Spectrum corresponding | in house CC-Pidoz- % c}ﬁié{i}e;
vemunnpeonionrony 21- | o meimum absorption Jor | n L9MKA iG7ip
2enticyryunamy”’ methylprednisolone 21- Qi‘i
173
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Certificate of analysis of finished product no. Ne8825 Form code Koo doryatenny:

Cepmudhixam ananisy Kinyeaozo npenapamy, Ne8825 CC-PelibCA-1431 F1 ed.3 rev.l

Product Ipenapam Metirom powder and solvent for solution for injection, 500 mg; 500
mg in the vial with powder, 7.8 m! of solvent in ampoule; 1 vial and
1 ampoule in a carton box ~ pewder

Merupoit nopoutok ma pozwunrux 028 posuuny 033 in ‘exyiii. 500
xe; no 500 vz y paaroni 3 napouikoss, no 7.8 ax posuitiura ¢
asmyai; no 1 gaaxony ma 1 axnyai 8 xapmonniii navyi — noponiox

Batch Cepin 2308823

Manufacturing date 03.20235

Hama eupoduunmen

Expiry date Hpudamuuii do 05.2027

Manufacturer Bupobrnux S.C. Rompharm Company S.R L. KT, Pordpapay Koamani C.PJT
No Characteristics Acceptance limits Control methods Results
Ne Xaparmepucmuru Mesici donvemusiocmi Memodu xoumpoaiw Pesvavmamu

hemisuccinate from the test
solution is similar with
spectrum of reference
solution

o) Cnexmpu nixy
rgmuanpeduizoaony  21-
zeaticykyunamy @ obfaaemi
MAKCUMANBHOZO
HOZKUHAHEA, o0epucani 3
XPOMGMOZpa:
SUNPOBeEYEaHOZ0 MG
CMIGHOAPMHOZ0  posyuis,
noguHHT Gymu
idermuHux

10 | Methylprednisolone 475,0 - 525,0 mg/vial Ph. Eur. *,2.2.29 (HPLC) in 503,0
assay> (95,0 - 105,0 %) ' house CC-Pidoz-2259, CC-
475.0 - 325.0 v2/chr. Ppur-2260, p. 1.10 MQC
Kinvricne eusnavenns (95.0 - 105.0 %) €ep.D. ¥, 2.2.29 (BEPX)
Memanpeduizonony” in house CC-Pidoz-2259.
CC-Ppur-2260, n. 1. 10 MKST
11 | Related substances, % : Ph. Eur. *, 2.2.29 (HPLC) ia 0,2
Cnopioneni doatiuxu, %: | NMT 3.0 % house CC-Ppur-2260
- impurity A He dinviie 3.0 % }63:‘ .11 MQC
Trrad ep. O, *. 2.2.29 (BEPX)
gil;l::igrzdmsolone) in house CC-Ppur-2260
n 111 MKS
{remuanpednizonon)
- impurity B NMT 0.7 % 0,06

(methylprednisolone 17- | He dirvwe 0,7 %
‘hemisuccinate)

Ooximxa B

{wemuanpednizonon 17 -

eemicyxyunam)

- any unspecified NMT 0.10 % e
lmpunt'v 6y@b_g;¢a He dinsiie 0,109%

s

i

wecneyugirosana ' “
. 7{[’}}\'.\'.\1?-‘_11113
}

doyiuka
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Certificate of analysis of finished product no. Ne8825
Cepmudgixam anaiizy xinuesoco npena,

Form code Koo doryaenmy;

army. Ne88235 CC-PelibCA-1431 F1 ed.3rev.]

Product IIpenapam Metirom powder and solvent for solution for injection, 500 mg: 500
mg in the vial with powder, 7.8 m! of solvent in ampoule: 1 vial and
I ampoule in a carton box — powder
Memupox nopouiox ma poswunmux das poswuny 0as in ‘exuiit, 500
M2; ho 300 a2 y ghaaxoni 3 nopowxon, no 7,8 ama POIYUHHIKG 8
axyai: no 1 haaxony ma § avnyni 8 xapmonniit ravigi — nopomiox
Batch Cepis 2508823
Manufacturing date 052025
ama eHPOGHNUIIMEd
Expiry date fTpudamnuii oo 05.2027
Manufacturer Bupofrnux S.C. Rompham Company SR.L. K7 Poxghapar Konani C.P.JT
No Characteristics Acceptance limits Control methods Results
Ne Xaparmepucmurt Meaci donyemumocmi Memoou konmponio Pesvavmamu
- total of impurities*** NMT 1.0%
CYMa OAHHOK*™™ He bizsiue 1,0 % 0.33
12 | Stenlity™ Product must be sterile Ph.Eur* 2.6.1,p. LI2MQC | Complies
Ipenapam noaunen dymu | €ap.®.* 2.6.1. n. 1.12 MKS | Bidnoeioac
Cmepuzenicniv® CHEPUTBHIM
13 | Bacterial endotoxins” NMT 80 EUfvial Ph. Eur. *,2.6.14, p. 1.13 < NMT 80
NMT 20 EU/ml MQC EUAvial
baxmepianeni He Gizvute 80 EO/gha, EepD.* 2614, n 113 <NMT 20
ewdomorci’ He Ginvie 20 EO/wn MKA EU/mi
< He dizvune
&0 EO/{J)JT
< He biave
20 EQ/\a
Finished product complies with specification requirements.
Kinyeeuii npenapam eidnosidae eunozan creyudsinayir.
Quality Control Director Logofatu Raluca 03.12.2025
upexmop Konmponio Ixocmi Jloroary Pasrvra btk

*. Ziloue puIAMHT
*ewrvent edition

** . BiMHOBTEHVI POITMH OJePAYIOTH ILIDXOM PONDIHEHHA BMICTY Quakey

BOJE IR iH excaeity

** . the reconstituted solution is obtained by dissolving the contents of the via

water for injections
wikk

- A0SIIKY A He BPANOBYIOTS B 3ATANEHY CYNY AOMiftoK

“** « impurity A is not included in the total amount of impurities

Y Teer npopoNTs Ha movaTxy Ta

HANPHKIHLG TepMIITY NPUIATHOCT] MPH BUBYCHHI CTAGITSHOCT ¥ JOBIOCTROKOBIX ¥ MOBaX

Y the test is carried out at the beginning and at the end of the shelf life when studving stabiliry in long-term conditions

*} TeCT HE MPOBONTE MMix wac BBYE

HES CTASLTRHOCTE

> the test is not carried out during the stability study

%) KiNEKICHIGT BMICT PO3PAXOBYIOTE K CYMY SHARISHOIO BMICTY MCTHITIIPe THI 300Ny, J0MIDmH
Vtite quantitative content is calenlated as the sum of the determined contant of methvly 2 e
Y TecT MPOBOARTS Ha NOYATKY T Hepes 6 MiCALTD NPy BIBYEHH] CTASITLHOCT] sy A e
Yepes 6 MiCALR T Yepes ¥oxeH ik TIDH BUBYEHH] CTABLIBHOCT] ¥ JORroCTPOKOBES Vs

Uthe rest is performed at the beginning and afier 6 months when sticdying stabilif) i fe
the beginning, after 6 months and every year when studving stability in long-reff Sdn

I

A
L & 18 A '0,
o i—Aaa
LdiRa M=
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Certificate of analysis of finished product no. Ne6441
Ceppuhixant ananizy xinyesozo npenapany Ne6441

Form code Koo doxysenmy:
CC-PelibCA-1431 Fl ed.3 rev.1

vistble particles
Mexaniuni skniouenns.
euoTMI yachtun®

visible particies
Piouna npaxmuuno gitena
410 gUOILMUX HOCHIHOK

€ep.d.*, 2920, n. 22 MKA

Product Hpenapam Metirom powder and solvent for solution for injection, 500 mg; 500 mg
in the vial with powder, 7.8 ml of solvent in ampoule; | vial and 1
ampoule in a carton box - solvent (bacteriostatic water for injection)
MeTrpom NOpOMIoK Ta POSYHHHHK A7U1 POSHAHY Aas ik exuiit, 500 mg;
no 300 Mr y dzaxoni 3 nopomkosm, no 7,8 Mt posusHrKKa B anmyi;
o 1 daakory Ta 1 ammyni 8 kapToHKiil Nayui ~ PpoIUITHHIK
(6axTepiocrarirua soaa ans in’cruiii)

Batch Cepin 2516441

Manufactaring date 09.2025

Hama eypobritiimag

- Expiry date Ipudamnuii do 09.2027

Manufacturer Bupobuux S.C. Rompharm Company S.R.L. K.T. Poschapat Kosnani C.P.JI.

No Characteristics Acceptance Bmits Control methods Results

Ne Napakmepucnuixu Mearci donycrmaocmi Memodn kommponio Pesyromanm

1 Appearance Clear colourless liquid Ph Eur* 2.2.1,22.2,p.2.1 MQC Complies

Onue fIposopa 6esbapana €ep.@.7% 221, 222, n 2] MKT | Bidnogidae
pioina

2 Mechanical impurities: | Solution practically free of | Ph. Eur. *, 2.9.20, p. 2.2 MQC Complies

Bionosioae

YVIMGODIGEAMNCS KARAMYITL

O.CUIA", monozpaghin
«Baxmepiocmeamuuna e0da Oan
5 ‘exyiitn, n, 2.5 MKA

3 Mechanical impurities: | NMT 6000 particles of Ph. Eur. *, 2.9.19, method 1, p. 2.3 61
subvisible particles > 10 pm MQC
Mexauiuni exmovernnz: | NMT 600 particles of >25 | €ap.d. *, 2.9.19 Memod 1, . 2.3 7
Heeuoumi yacmtK nm MEST
He Giavwe 6000 vacmunox
possipor 2 10 axu
He Ginsute 600 wacnuriox
POIMIDOA > 25 MM
4 |pH 4570 Ph. Eur. *, 2.2.3, p. 2.4 MQC 6.3
4,5-7.0 €ep.@. * 223 n 24 MKT
5 | Sulfates? No turbidity is produced USP, monograph «Bacteriostatic Complies
Cyavgpan® He nosunna water for injection», p. 2.5 MQC Bionogioae

6 | Carbon dioxide® The mixture remains clear | USP, monograph «Bacteriostatic Complies
Byaznewo dioxcud® Po3wiy 3amiuaemscs water for injection», p. 2.6 MQC Bidnogidae
nposopu @.CLUA", smorozpachin
«Baxmepiocmamuyna eoda das
i ‘exaffits, n. 2.6 MKE———
7 | Calcium? No turbidity is produced | USP, monograph #Bactinestatic” /|
Kanvyii¥ He noeurna water for injecfo®, ©. 2.7 MRcC i
ymeopiogamucs karayymy | P.CIUA", soffoepadin, < \\p 11 TIf
«Baxmepioci@ininag 600a d1a
: it ‘exyifin, npO| MIT - ‘_
8 | Extractable volume? NLT 7.8 ml/ampoule Ph. Eur. *, 21957, p. 2:9MOEA
O6 ‘en, upo He semue 7,8 un/amn. Eop.D. %, 2.9V \ne 2.8 MEA
qumazacmsca’’ i N
9 a) tR.Test € (R,Ref. & Ph Eur. *, 2.2 ! \
Benzyl alcohol 0,5) min Pidoz-2306, S Complies
identification" a) IR, Test € (iR.Ref + p. 29 MQC Bidnoeioae
Ioenmugrinaia 0.5} xe. €ep.P. % 2229
bensunosozo cnupmy” | b) Spectrum corresponding | i house CC-Pidoz-2306, Complies
to maximum absorption for | 7. 2.9 MK Bidnosidae
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Certificate of analysis of finished product no. Ne6441 Form code Koo doryyernmy:
Ceprnughiram anaaiay xinesozo npenapamy Nb6441 CC-PelibCA-1431 Fl ed3rev.I
Product HTpenapam Metirom powder and solvent for solution for injection, 500 mg; 500 mg
in the vial with powder, 7.8 ml of solvent in ampoule; 1 vial and 1
ampoule in a carton box — solvent (bacteriostatic water for injection)
MeTipos nopomok Ta pOSHHHHEAK 1A POITHHY 18 K ekuiit, 500 mg;
1o 300 Mr ¥ TaKOHI 3 NOPOMROM, IO 7.8 AT DOIMBHHIKA B AMITY.TI:
no | daaxory Ta 1 amnymi B kapTonmiit nawui — PO3MHHHENK
{0axTepiocTaTiuna Boaa Ana in’cxuiii)
Batch Cepin 2516441
Manufacturing date 09.2023
Hamua aupobuimen
Expiry date Tpudamunii g 09,2027
Manufacturer Bupobuux S.C. Rompharm Company S.R.L. K.T. Pougapu Koamani C.P.JL
No Characteristics Accepiance limits Control methods Results
Ne Xapaxmepucnuiru Meoici donyermusiocmi Memodu xoumpoaso Pasyavmamu
benzyl alcohol from the
Test solution is similar
with spectrum of Reference
solution
8) Crexmpu nixy cnupmy
bensurosozo e obracmi
MAKCUMAIBRO20
HOZMUHAHHA, O0ePHCAHT 3
XPOMAMOZPEM
sunpoliosyeanozo ma
CMandapmHG20 posuiiHig,
noaHyl Gvimu
igeHmuM
10 | Benzyl alcohol assay 7.2 - 10.8 mg/ml Ph. Eur., 2.2.29 in house CC- 9.1
Kisvricre ausnauennin 7.2— 10,8 m2ina Pidoz-2306,
BeH3unos020 cnupmy p. 29 MQC
Eep. @, 2.2.29
in hotise CC-Pidoz-2306,
n 2.9 MKHF
11 | Sterility™ Product must be sterile Ph. Eur,, 2.6.1, p. 2.10 MQC Complies
Mace sumpusveamnu €op. @, 26,1, n 2.10 MK Bionoeidae
Cmepnonicms™ aunpobyecmns Ha
cmepisiicmny
12 | Bacterial endotoxins? NMT 0.5 [U/ml Ph, Eur. *, 2.6.14,p. 2.11 MQC < 0.5 U/l
Baxmepiaroni He Girvtue 0.5 MO/an Eap.@. *, 2614, n 2.11 MKEA
endomorcur’ < 0.3 MO/ vn
Product complies with specification requirements. e
lipenapam eidnoeidac surozan crneyugbinair,
Quality Control Director Logofatu Raluca N 03.12.2025
Hupexmop Konmposnio Axocmi Jlorodaty Panvka O\
*_ 1iroHe BUIAHAL ©
*.eurrent edition

 mecnt ne nposodmms nid vac susverns cmabinerocmi

Y the test is not carvied out during the stability study
 ineent nposodants ke novamxy ma wanpusiyi mepainy pudamnocmi
* the test is carried out at the beginning and end of the expiry date
Y the test is performed at the begimming and after 8 months when studying siabilit™
g!e beginning, after 6 months and every year when studying stobility in long-term condl a ‘_‘;‘_,\ >

mech NPOscORNL HA HOHGNIKY ina vepes 6 Aicaryia npu SUINERH CHIAGITLHOCIN Y IPHCKOPSRREBTtiX, Mecni Hpotodsms na
ROYOMRY, wepes 6 sucmiie ma vepes xoxren pix npu susvenni cmadinsnoemi ¥ G0B20CHIPOROBILE VA106aX

rest is perfosmed ai
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