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CONFORMITY CERTIFICATE / CEPTUDIKAT 8I4N0OBIAHOCTI

No Ne V3
Product Mpodykuyia:

Composition of | ampulas  Cknad Ha 1 amnyny
Active substance Jirova pevosura
Excipients JonomixcHi pe4yosuru

Internal code Brympiwnili kod:
Importing country Imaopm 8o kpainu:

MAH 3aaerux:

Marketing Authorization No Peecmpauiline noceidverHs 8

Ambria, solution for injection, 50 mg/mi, 2 ml in an
ampoule, 10 ampoules in a cardboard pack
AmEBpis, po3uus Ons iH'exyil, 50 ma/mn, 1o 2 ma 6
amnyni, no 10 amnysa y KapmoHHid navuyi
Ethylmethylhydroxypyridine succinate — 100 mg
Emunmemunzidporcunipudury cyryuram — 100 m2
Sodium metabisulfite (E 223), water for injections
Hampiw memabicynodpim (E 223), 8oda 0ns iH’exyill
345561500

UKRAINE Yrpaiua

LLC “FORCE-PHARMA DISTRIBUTION", Ukraine
TOB «@OPC-PAPMA JIHCTPUBIOLH Y, Yiepaina
UA/18431/01/01

Kpaiui npusHaqeHHA No:

Batch No Cepia Ne: 2414731
Manufacturing date famo supobHuymeao: 07.2024
Expiry date Tepmin npudamnocmi: 07.2027
Quantity certified/ released  Kinsricmo aupobHuymea: 13.550
Quantity for sale/distribution Komepyiina xinoricme: 13.538

Name, address of authorized manufacturing and control sites
Hatimenysaraa i adpeca 0inbHuyb 3 6UPOBHUYMEA | KONMPOMKD
RKOCMI:

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

Eroilor str. No 1A, Otopeni city, 075100, county Hfov,
Romania

K.T. Pomepapm Komnari C.P.J1.

ayn. Epoinop NelA, m. Omoners, 075100, okpye Inghog,
Pymysist

Manufacturing Authorisation Licence No for the manufacturing  1F

and control sites NiyeHsin Ho supobHUYMEO dineHuli BUPOEHULMET
ma KOHMpPomo arocmi Ne:

GMP Certificate(s) No for the manufacturing and control sites
Homep Cepmucpicamy(ia) GMP dineHuys supobruuman mo
KOHMPOMNO

Certificate of analysis No/date Cepmudpinam sxocmi Ne/ dama:

D1572023/RO. 016/2023/R0O, 470/2024/C-942

2414731/ 22.08.2024

Approved processes Manufacture BupobHuymao X

3ameepdimeHi npoyecy Primary packaging llepsuHHe naxkyeoHHs ~ X
Marking Mapkysarns o ] X
Product quality control I{OHmpoqgﬁHQcminpodi)xui.)' o X

Comments/ Notes/ Deviations
Komenmapi/ Mpumimru/ BioxunexHs

I hereby certify that the above information is authentic and accurate. This batch of product has 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 Authorisation of the
importing country or product specification file for Investigational Medicinal Products, The batch processing, packaging
and analysis records were reviewed and found to be in compliance with GMP.

Lum 7 30C6i04yIa, WO BULEKA3aHT IHPOPMALia € GOCMOBIPHOIO M MOYHOK. Lito cepho npodykuil Gyno supobneno (axnwyaiovy
NUKYBAHHA/MAPRYBQHiA) NG NPogedeHo KoHmposs I axocmi Ha suwe3asnayenili dinbHuli y noaril aidnosidnicmi 3 sumozamu
GMP, GCMUHOBNEHUMU MICUEBUM DEYAAMOPHUM OP2AHOM, o IMAKON aidnosioHo do  cnzyupikauil, wo MICMAMLCA Y
peecmpayiliHomy Jocve 060 mopeosii. niyeHsii KpaiHu-imaopmepa. Mpomoxosn 8UPOBHUWMEN, NAKYBAHHA Ma aanizia Gyno
repeznaRymo ma 8CMaHO8AEHO B/dnoeidmgmb GMP.

/éw o A OCOfg—

W-/_Z.wz(zo/

Qualified Person nam'é IM’a ma npissuwe YriosHosaxeHoi ocobu: Cristina Mihai
Issue date Jama ni@nucaHHs: S 23.08.2024
Signature /Tidnuc: éw%
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S.C. Rompharm Company $.R L. - Romania, lfov, 75100 Olopeni, Str. Eroflor, Nr. 1A
. CUE RO 14399646, RC: J23/132172004

Ceprudixar anauizy xinyesoro upenaparty Ne 2414731
Certificate of analysis of finished product no, 2414731

CC-PelibCA-1431

Kon poxkymeury Form code:

'l oedsrev.|

Ipenapar Product

Anibpin, posunn s in'exuist, 50 mr/ma, no 2 v s amnyai, 10
10 amuoyi v kapromuii naumi
Ambria, solution for injection, 50 mg/ml, 2 ml in an ampoule, 10
ampoudes in a cardbeard pack

Cepist Baich 2414731
Jara supobuuursa Manufacturing date 07.2024 }
Hpuaaruni go Expiry daie 07.2027

Bupobunwx Manufacturer

S.C. Rompharm Company S.R.1L.
K.T. Pom¢apm Komnaui C.PJL

Jo XapakrepueTHKH Jonycrumi Mesxi Meropn woHTpOIO Pesyabrarn
No Characteristics Acceptance limits Control methods Results
Onue Appearance beabapsuuit abo bainoe- BizyansHo, m. 1 M5 Complies
I KOPUUHEBUH PO3UMH Visual, p.1 MQC Bionogidae
Colorless or pale brown
solution
Tposopicrs Clarity ITposopuit poszuun Cep. @.2.2.19 Complies
Clear solution In-house CC-Pfch-700, | Bionogiouc
5 . 2 MKSI
Ph. Ew. 2217 In-
house CC-Pfch-700, p. 2
MOC
MexaHiuHi BKIFOUEHHS. Po3uMH NPaKTHIHO BinLHUHA Cep. @. 2.9.20Y Complies
Buaumi 4acTHHKN BiJl BUAUMHX HaCTHHOK In-house CC-Pviz-1533, | Bionosicae
3 Mechanical impurities. Solution practically free of n. 3 MICA ‘
T | Visible particles visible particles Ph, Euwr. 29207, In-
house CC-Pviz-1533, p.
3 MQOC
KonsoposicTh pozunHy Besbapsruii abo Gnino- E€pp. O, 2.2.2" Complies
Solution colour KOPHMUHEBHIA PO3UMH (He In-house CC-Pfch-701, | Bionogioue
GBIl IHTEHCURHO . 3 MKA
sabapBaennil, HbK Ph Eur. 2,2.2
cranpaprHuit posund By In-house  CC-Pfeh-701,
4 Colorless or pale brown p. 3 MOC
solution (ot more intensely
colored than reference
solution B6)
BinHocHa rycrina 1.005 - 1,021 Crp. ®. 2.2.5D 1.012
Relative density In-house  CC-Pechip-
5 584, n. S MKA
Ph fFur 2.2.5"
n-house  CC-Pechip-
384, p. 3 MOC
pH 4,0-5,0 Crp. . 2.2.3" 4.4
pH In-house  CC-Pechip-
578, 1. 6 MK
6 Ph. Eur. 2.2.3"
In-house ~ CC-Pechip-
578, p. 6 MOC
OcmonsaTbHICTD 290 - 360 MOcnmonb/ir €ap. @, 2.2.35" 334
Osmalality mOsmol/kg in-house  CC-Pechip-
7 ' 581. 1.7 MK
Ph Eur. 22357

Cropiukal /3




i

© Tel: +4 (021) 350 46 40; 300 77 80; 300 77 81
Fax: +4 (021) 3504641, E-mail: office@rompharm.ro

5.C. Rompharm Company S.R.L. - Romania, lifov, 75100 Otopeni, Str. Eroilor, Nr. 1A,
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Ceprudirar ananizy winnesoro npenapary No 2414731

Kox nokysenty Forni code:

ethylmethylhydroxypyridine

suceinate

Ph. Eur 2.2.297 (HPLC
method) In-house CC-
Pidoz-1287, p. 10 MQC

Certificate of analysis of finished product no. 2414731 CC-PelibCA-1431 Fl ed.3 rev.l
! Ambpin, posann s in'erniit, SO sar/ma, wo 2 ma B amnyJid, 10
. ) 18 amnyar y wapronuiit oo
Tpenapar Product Ambria, solution for injection, 50 mg/mi, 2 ml in an ampoule, 10
ampoudes in a cardboard pack
Cepia Baich 2414731
Hara supobunursa Manufucturing date 07.2024
lipuparnnil go Expiry date 07.2027
Bupobunx Manufucturer 5.C. Rompharm Company S.R.L.
K.T. Pomdapm Kownawi C.P.JL e
No KapakTepueruKy Honyerumi wemi Meroan KONTPOILO PesynbTars
| No Characteristics Acceptance limits Control methods Results
In-house  CC-Pechip-
384, p. 7 MOC
Mexanivni BKINOUCHHS. = 10 mxm: 1e Sinbuie Epp. @.2.9.19 meTou | | Complics
HeBuaumi wacTHHKH 6000/amnyiy In-house  CC-Pechip- | Bionosioac
Mechanical impurities. > 25 MM He BiTbiue 1509, 1. § MK S
8 | Subvisible particles 600/amnyny Ph. Eur. 2.9.19" method
> 10 pm: Not more than 1
6000/ampoule In-house  CC-Pechip-
> 25 um: Not wiore than 600 | 1309, p. & MQC
Ob6esr, wo BHAoOyBacTLCS He menwe 2,0 mut/amityny €pp. ©. 2.9.17Y Complies
Extractable volume NLT 2.0 mlfampoule In-house CC-Pfch-858, | Bionosioac
9 n. 9 MK
Ph. Eur. 2.9.17"
In-house CC-Pfch-858,
» 9 MOC
menr;«n(bincax..xiﬂ . R sample & (tr_sia 0.5) XBHAUKH Complies
ETHIIMETHAT L APOKCUTTIPHNHY Ut sanpie € (s 0,5) min (:::BAI).A ®. 2.2.29Y (meron | Bionosidue
CYKUHHATY BEPX)
Identification of Criekrp B ofnacti In-house CC-Pidoz-
ethylmethylhvdroxypyridine MAKCHMAITLHORO HOMTHHANHS 1287, w. 10 MKJ5I
succinate niKy Ph Euy. 2.2.29" (HPLC
ETHAMETHAN T IPOKCHTTIPHANHY ’”f"”"“-”d) \1_”‘/’0””‘? (C'
CyKiuuHaTy Ha xpomarorpamax | £id0z-1257, p. 10 MQC
BUITPOGYBaNOro 1a
10 CTANJAPTHONO PO3UMHIR
FOBUHEH MATH MAKCHMYM TIPH
29742 um
Spectrum corresponding to |
maximun absorption for ;
ethylmethyihydroxypyridine
succinate from the Test
solution and Reference
solution presents 1he maxinmim
absortion at 2974 2 nm
KiaskicHe Bu3HaveHs 47,5 - 52,5 mr/mn mg/ml Cap. d. 2.2.29Y (meron | 49,3
ETHIIMETHIITT APOKCHITIPUANHY BEPX)
CYKLMHATY In-house CC-Pidoz-
11 | Assay of 1287, 1. 10 MKHA
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Ceprudirar anaizy kinueporo npenapary No 2414731 Koa noxymenty Form code:

Certificate of analysis of finished product no. 2414731

CC-PelibCA-1431 F1 ed.3rev.!

Iipenapar Product

Ambpin, posunu s in'exuid, 50 vi/m, 10 2 Ma 8 amnyJ, B
10 amnyn y waprounid mauu
Ambria, solution for injection, 50 mg/il, 2wl in an ampoule, 10
ampoules in a cardboard pack

Cepin Barch 2414731
Jarta supobunirsa Manufecturing date 07.2024
Hpnparnnii qo Expiry date 07.2027

Bupobunx Manufacturer

S.C. Rompharm Company S.R.L.
K.T. Pomdpapm Komnani C.P.JI.

Ne XapakTepHeTaKH Honyerumi memi Merogs KOHTPONIG PesysanraTu
No Characteristics Acceptance limits Control methods  Resulis
KinskicHe pu3vavensg He menmre 0,50 M/ In-house CC-Pdoz- | 0.54
19 Harpito Metadicynbdity NLT0.50 mg/ml 1652, 1. 11 MKH
Assay of sodium metabisulfire In-house CC-Pdoz-
, 1652 p. 11 MOC
Croponsi gomiin Relared Cop. ®. 2.2.29Y (meron
substances BEPX)
- Byab-sa HerijoMa ln-house CC-Ppur-1288,
13 | nomimika He 6inbiue NMT 0,5 % n. 12 MKJ! 0,04
any unknown impurity Ph. Eur. 2.2.297 (HPLC
- CyMa JIOMILIOK method)  In-house CC-
total impurities He 6inbie NMT 1,0 %. Ppur-1288, p. 12 MOC 10,09
CTepuabHiCTh Crepunsruit Sterile Cop. d. 2.6.17 Sterile
Sterility In-house  CC-Pmicro- | Cmepunnui
14 562, 1. 13 MKJI
Ph. Eur. 2.6.1"
In-house  CC-Pmicro-
562, p. 13 MOC
Baxtepianbui enpoToRCHIN He Sinbie 35 EO/2 mn Epp. . 2.6.14" <35 EO/2 mn
Bacterial endotoxins NMT 35 FU/2ml In-house  CC-Pmicro- | <353 F0/2ml
s 635, . 14 MK

Ph. Eur. 2.6.14"
In-house  CC-Pmicro-
633, p. 14 MQC

Kinuesuit nperapar sinnosigac suMoranm cineundiractii.

Finished product complies with specification requirements.

Jupexrop Kourpoaio Mkocri

Quality Control Director

Jlorodery Panyka | j

22.08.2024

TipumiTia:
0 Yue suaanis

Cropinka3 /3

“Logofatu Raluge, || |
' {




