AEPIKABHA CJIYKBA 3 JHKAPCBKHMX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTHKAMH ¥ KHIBCHKIH OBJACTI

npoe, Ceirmnawnoi Haamii, 3, M.Kuis, 02099, ren/haxc: (044) 576-40-41
E-mail; dis.ko@dls.gov.ua, Kog €IPTIOY 37078774

BUCHOBOK
PO AKICTH BBE3€HOT0 B YKPaiHy JTKAPCLKOro 3acoby

31.01.2025 Ne 1869/25/10

JHITPOCIIAH®

(wafiMenypanuA AKAPCEKOTO 3ac0fy 3rimzo 3 peccTpaLiimar nocwinuelmANM)
cycrensis xas in'exuiii; mo 1 M1 B nonepeAHbo RANOBHEHOMY WINPHLI; Ho 1 nIpULy B
KOMILIEKT] 3 2 CTepH/ILHIIMH TOJAKAMY B IUTACTHKOBOMY KonTeiinepi B kapTonuiit kopobui

{thopma BRNYCKY, N03YBAHHS, BHA TAKYBANHS JTiKapCLKOro 3acaby)

Honep peectpauiiinoro noceinyenna UA/9168/01/01 crpox aii peectpauiiinoro nocrigucuns 01.01.2099

Cepis nixapcekoro sacofy Ne B118849 Kinnxicts BBe3eHoro nikapcrkoro sacoby 1080
BrpoBuux Opraron Xeficr OB, benerin
(maiivesyaarnn BupoCHIKa TiKapCLKOro 3acoby, Kpaila NoXoMmeHE)
Bsaeseuo B Ykpainy ChirbHe YKPaTHChKO-€CTOHCHKE HANPHEMCTBO vV QopPMi TOBAPHCTEA
YKp P Y qop
3 obnreskentoro signoBizaanuicTio "Onrisa-Papm, AT, inenr. xoa:
21642228

{uaiimerrypanun 1a xoi3a CAPHOY opuananoi ocodn abo mpisenue, is'a, no fatekosi gizinoi
ocobu - mignpuesy, 7 Micie TPOANBAHHA T2 peecTpanifiunii Homep 0GAIKOROT KAPTKI MAITHHKA
nayarkir abe cepid Ta HoMep nacmopra)

Hporoxon eisyaisnore kourponte iz 31.01.2025 Ne 0112/6.

3a pesyapTaTamMH  AEPKABHOTO KOHTPOZIO BCTAHOBAEHO, WO JIKapChKkiit 2acif seezemo B YEpaiHy 3
AOTPHMAHHSAM eunMOr 3aK0HOIABCTEA MO0 3a6esreyeHHs AKOCT] TKAPCEKIX 3ac0bin.

Osera EPAOMEHKC

(initians ranpisamue).




¢

= ORGANON

Opranon Xeiict 68
Iuaycrpienapk 30, 2220, Xeiicr-on-geu-bepr, benbris

CEPTU®IKAT AIKOCTI CEPI{ JIIKAPCBKOI'O 3ACOBY

Ha3sga

dopma BUIycKy
JosyBanns

Ynakoska

Cepisnt

Kinbkicts y cepii

JlaTa BUpOGHUIITBA

Jara 3akinvuenHs TepMiHy npuaaTHOCTI
Kpaina pupobunka

Peccrpauiiine nocsigtenns

Hazea BupoOunka, Bignosiganniuoro za
BuNycK cepii

Ajpeca

Jlineusis na sBupo6uUIITBO N2

JUNPOCIIAH®, cycnensia aas in'ckuiii
cycrnensis ana in'cruiit
5 mr Beramerasony (uanponionary); 2 Mr Beramerasony (narpito ocdary)

no 1 MJ1 B NoNiepeANLO HanoBtierroMy mwnpuid, no 1 mmpuuy (1 ma) ta3 2
CTEPHIBLHAMHE FOJIKAMH B YNAKOBUi

B118849

11 172 ynakoBok

09.2024

08.2026

benbrist

UA/9168/01/01

Opranon Xeiict 6B

Lugycrpienapk 30, 2220, Xeiicr-on-gen-bepr, beabris
304 H

Pe3yisTaTu NpoBeACHs aHaNizy akocTi jgikapenkoro 3acofy simnosiano no MKSI PTT Ne UA/9168/01/01

Moxasnuku sKocTi Bumorn PesynwTaTi ananisy
Onmuc Ipo3opa Ge3bapsHa, 371erka B's3Ka piliHa, o MiCTHTL
(RizyanbHO) yacTHHKE Gimoro abo maiixe Gioro KonbLopy, Aki JETKO Bixrosinae

peCYCTeHAYIOTBCS, BITbHA Bill CTOPOHNIX YaCTHHOK

O06’eM HANTOBHEHHSE Bianosinae Esp.®. 2.9.17. Cepenniii 06’eM HarOBHEHHS He . .
(BryTpiuHbOBHPOOHUTHH TECT) MEHIIIE 3asBJICHOTO Biznosinac
pH (noTeruioMeTpudHO) 6,7-17,7 7,4
HMpoxiauicTs uepes roJaxy . p :
(EEyTpimALoEHpOGHE e TToBHHEH JIETKO TIPOXOAUTH Uepe3 ToNKy 25 posmipy Binnosigae
InenTudikauis - beramerazony BEPX xpomarorpama 3paska BifnoBifac xpoMaTorpami Binmnoginae
aunporionary (BEPX) CTaHAApTY
Inentudikauis - beraMmerasony Hatpiio BEPX xpomaTorpamMa 3paska BiTOBigae XpoMaTorpami Bixrnoeiaae
(ocdary (BEPX) CTaHIAPTY
Inentudirxauis - beasunosuii cnupt BEPX xpoMaTorpaMa 3paska BiilOBiae XxpoMaTorpami Bianoeinae
(BEPX) CTaHAapTY
Inentudikanis - BEPX xpomarorpaMa 3paska BinoBiae XxpoMaTorpami Binnosinae
Metunnaparigpokcnbensoar (BEPX) CTaHAapTy
InenTudicarmis - BEPX xpomatorpama 3paska BifnoBifac xpomarorpami Bignosinae
[poninnapariapoxcubensoar (BEPX) CTanAapTy

bepp #507005 /(%




KinbkicHe BU3HAUCHHS

Beramerasony aunponiodat (BEPX) 6,11 - 6,75 mr/mn (95,0-105,0%) 6,46 Mr/Mn
Kineskicue Buznauenns

Beramerazony narpito gocar (BEPX) 2,50 - 2,76 mr/mn (95,0-105,0%) 2,67 mr/Mn
KinbkicHe BU3HaYeHHS

Bensunosuii cnupt (BEPX) Kinbxicne |8,10 - 9,90 mr/mn (90,0-110,0%) 9,005 mr/ma
BU3HAUCHTSA

Metunnapariapoxcubensoar (BEPX) 1,17 - 1,43 mr/mn (90,0-110,0%) 1,282 mr/min
Kinbkictie su3navuenus

Iponinnapariapoxcubernzoar (BEPX) 0,170 - 0,220 mr/mn (85,0- 110,0%) 0,200 mr/mn
Crepunbuicts (*) Po34nH Ma€ BYTH CTEPUITLHUM CrepunbHbiit
Baxrepianbii engotokennn (¥) He Ginbine 29,2 MO/Mr GetaMeTasony <0,3 MO/mr
Baxrepianbui enporoxeunu (*) He 6insiue 29,2 MO/Mr 6eTameTa3ony <0,3 MO/mr
bakrepianeni enpoToxennu (*) He Ginbiue 29,2 MO/Mr 6eTaMeTasony <0,3 MO/mr
Baxrepiajbii engoroxeunny (*) He Ginbue 204,4 MO/Mn < 2,0 MO/mn
Bakrepiajbui enporoxcuny (*) He Binbire 204,.4 MO/Mi < 2,0 MO/Mn
Baxrepianbui engoroxennn (*) He Ginbue 204,4 MO/mn <2,0 MO/mn
Komewntapi: BigcyTHi (*) Bignosinae Bumoram €pornetickoi Papmakoriel

Hassa nisbHHL, BIAMOBIAANLHOT 32 BUPOGHHIITBO/TICPBHHHY Ta BTOPHHHY YIIAKOBKY/KOHTPONL SKOCTI/BUITYCK cepii: Opranon
Xetict 6B

Anpeca AibHUIL, BIAMOBIAANEHOT 38 BUPOGHULITBO/ICPBUHIY Ta BTOPUHHY YHaKOBKY/KOHTPOIIL SKOCTI/BUITyCK cepi:
Inpycrpienapk 30, 2220, Xeiicr-on-gen-bepr, Bensris.

Jliuensia Ne : 304 H

Lium o 3acBijgyIo, 1O BUILIEBKa3aHa iHpopMallis € HoCTOBipHOIO i Touroro. Jawna cepist mponykTy Oyna Bupobiiena, BKIIOUaOUH
YIAKOBKY / MapKyBaHHs Ta KOHTPOJIb KOCTI Ha BHILE3rafanii BupoOuuiil ginbiuui (-1six) B OBHIM BIAMOBIXHOCTI 3 BAMOTaMH
GMP, BCTaHOBJIEHUMH MICUEBUM peryasTOPHUM OPraHoM, a TaKoK 3TiAHO crienudikallii, 1o MiCTHTLCS B peecTpalifHOMY JOChE.
[Tporokonu BUpoOHULTEA, YIIAKOBKH T2 KOHTPOIIO SIKOCTI MEPErNAHYTO | BCTAHOBJICHO iX BiAnoBiaHicTb BUMoram GMP.

HMata punycky cepii: 15.11.2024 YrnorHoBaxeHa ocoba/ Bixnosigansuuit npomucioBuii
dapmauesT
Epixk Hepesa
/midnuc/
Jara nignucy 19.11.2024



mgf.%; ORCA NO N Organon Heist bv

Productname:

Dosage Form:

Strength:

Packaging:

Batch Number:

Batch Quantity:
Manufacturing Date:
Expiry Date:

Country of Manufacturer:
Registration Certificate:
Name of Releasing Site:
Addrass of Releasing Site:

Manufacturing License Nr.:

industriepark 30, 2220 Heist-op-den-Berg, Belgium

CERTIFICATE of QUALITY of Medicinal Product Batch

DIPROSPAN®, Suspension for Injections

Suspension for Injections

5 mg Betamethasone (as dipropionate); 2 mg Betamethasone (as disodium phosphate)

Packaging: 1mi in syringe, pack of 1 prefilled syringe {1mi)

B118849

11.172 Packs

09 2024

08 2026

Belgium

Ne UA/9168/01/01

Organon Heist by

industriepark 30, Heist-op-den-Berg, 2220, Belgium
304 H

and two sterile injection needles

Quality Analysis Resuits of the Medicinal Product in compliance with MQC of RC Ne UA/9168/01/01

Quality Indicators

Regulrements

Analysis Results

Description (visual) Clear, colourless, slightly viscous liquid containing easily resuspendable  COMPLIANT
white to off-white particles, free from foreign matter.

Filf Volume Complies with Ph. Eur, 2.9.17 "Extractable volume", COMPLIANT

(Performed as in-process control test)

pH {potentiomeiry) 8.7-7.7 7.4

Syringeability Passes easily through a 25-gauge needie COMPLIANT

(Performed as in-process control test)

ldentification - Betamethasone The Sample HPLC chromatogram agrees with the Standard COMPLIANT

Dipropionate {HPLC Gradient H) chromatogram.

identification - Betamethasone Sodium The Sample HPLC chromatogram agrees with the Standard COMPLIANT

Phosphate (MPLC Gradient 1) chromatogram.

|dentification - Benzy! Alcohol The Sample HPLC chromatogram agrees with the Standard COMPLIANT

(HPLC Gradient i) chrematogram.

{dentification — Methyt The Sample HPLC chromatogram agrees with the Standard COMPLIANT

Parahydroxybenzoate (HPLC Gradient i} chromatogram.

identification ~ Propy! The Sample HPLC chromatogram agrees with the Standard COMPLIANT

parahydroxybenzoate (HPLC Gradient 1) chromatograim.

Assay Betamethasone Dipropionate 6.11 — 6.75 mg/ml (95.0 to 105.0 %) 6.46

{HPLC Gradient 1i)

Assay Betamethasone Sodium Phosphate 2.50 - 2.76 mg/mi (95.0 to 105.0 %) 2.67

(HPLC Gradient 1)

Assay Benzyl Alcohot {HPLC Gradient 1) 8 10 - 9.90 mg/m] (90.0 to 110.0 %) 9.005

Assay Methy! Parahydroxybenzoate 1.47 ~1.43 mg/ml (80.0 to 110.0 %) 1.282

(HPLC CGradient 1)

Assay Propyl Parahydroxybenzoate 0.170 - 0.220 mg/ml {85.0 to 110.0 %) 0.200

{HPLC Gradient 1)

Sterility(*) Passes test STERILE

Bacterial endotoxins (*) Max. 29.2 EU/mg Betamethasone <0.3

Bacterial endotoxins (") Max. 29.2 EU/mg Betamethasone <03

Bacterial endotoxins (%) Max. 29.2 EU/mg Betamethasone <0.3

Bacterial endotoxins () Max. 204.4 EUmI <2.0

Bacterial endotoxins (%) Max. 204.4 EU/m] <2.0

Racterial endotoxins (*) Max. 204.4 EU/ml «2.0

Comments: None

(*) Complies with the requirements of the European Pharmacopeia

mgiml
mg/ml

mg/ml
mgiml

mg/ml

EUimg
Elimg
EUMmg
EUMmML
EU/imL
EUmML
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“52%;& ORGANON Organon Heist bv

Productname:
Dosage Form:
Strength:
Packaging:

Batch Number:

Industriepark 30, 2220 Heist-op-den-Berg, Belgium

CERTIFICATE of QUALITY of Medicinal Product Batch

DIPROSPAN®, Suspension for Injections

Suspension for Injections

& mg Betamethasone (as dipropionate); 2 mg Betamethasone (as disodium phosphate)
Packaging: 1ml in syringe, pack of 1 prefilled syringe (1ml) and two sterile injection needles

8118849

Name of Manufacturing/Primary&Secondary Packaging/Testing/Release Site: Organon Heist bv
Address of Manufacturing/Primary&Secondary Packaging/Testing/Release Site: Industriepark 30, Heist-op-den-Berg, 2220, Belgium.
Manufacturing Authorisation Number: 304 H

| hereby certify that the above information is authentic and accurate. This batch of producl has been manufactured, including packaging/labeling
and quality control has been performed at the above mentioned site(s) in full compliance with the GMP requirements of the Local Regulatory
Authority and in accordance with the Specifications of the Registration Dossier. The batch processing, packaging and analysis records were
reviewed and found to be in compliance with GMP.

For batch release on: 15 Nov 2024

Qualified Person / Responsible Industrial Pharmacist

Erik Ceresa

Date of Signature:

BBKAINTL8_UKR

Page 20of2




JEPIKABHA CJIYJKBA 3 JIKAPCBKHX 3ACOFBIB TA KOHTPOTIO 3A
HAPKOTHKAMM Y KHIBCBKIN OBJIACTI

npos, Ceitmanoi Haail, 3, m.Knin, 02099, tes/haxc: (044) 576-40-41
E-mail: dis.ko(@dls.gov.ua, Koa €APTIOY 37078774

BHCHOBOK
-TIpo AKICTH BBE3EHOro B YKpainy AiKapcLKoro 3acofy

04.04.2025 Ne'15357/25/10

JIMHNPOCHAH®

(uanmcnymmm llI\'IPCLK(JI'O ’33006}' ariaue 3 peecrpammnm I‘IOCBIR‘IOHHHM)
cycnensia aas in'ekuiii; 1o 1 p1 B oNepeaAnBbO HANOBHEHOMY INPHUI; 110 1 nnpuuy B
_ ROMIUIEKTI 3 2 CTepHIILIMMH I'0JKAMH B IFIACTHKOBOMY KoNTeliHepi B KapTouuifi xopodui

(thopya BlimycKy, A03YBAHHA, BHA HAKYBAHILE JKIPCLKOTO 35c06y)
Honep peccrpaudiinoro nocgiguenns UA/Q168/01/01 crpok aii peecrpaniiinoro nocsiguenns 01.01.2099
‘Cepia sikapcoxoro sacoBy Ne C122233 KinbkicTs 2Besenoro aikapcskoro sacody 3024

‘Bupobruk ~ Opranon Xefor 08, benpria-

(HaBMeHYBAHHR BitpoDRIIKD HIKAPCLROTO 33c00y, Kpalda noxomsennn)

Beesero B Yipainy Cuistbye yKpaiHCbKO-eCTOHChKE NIANPHEMCTRO Y Gopni ToBapHCTBA
3 o0MexRenoi0 BiAOBiAaALHIcTIO "OnriMa-DPapy, ATHX", ineur, wou:
21642228

(hufimcayeanus Ta xoa 3a CAPIIOY wpianenol ocofit nbo npizpsuie, M, e 8aTbKosE di3imgnol
ocobu - mianpHeMud, i mictie HpoitBatiig Ta peccTpauiianit HoMep 0GKOBOT KAPTKI IATHIKA
NeAaTKin abo cépix 19 HoMep nacnopTa)

HpoToKuA BiayaLaBsRore Koutpoao six 02.04.2025 M 0967/5.

3a  pesyabTaramy  JepKABHOTO KOHTPOMO BCTAHOBASHO, IO JHKApCERHI 3acid sBezewy 3. Yipaluy 1
AOTPUMAHHSIM pinvor 2ak0H0AIBCTAA MO0 3aBE3MCUSHAN AXOCTI JIKAPCHKNX 32c06is.

‘Omsra €PI>OIVIEHKO

KOHTRONO) {rianue) {iriniam 1a npisentue)




ot (YR (O Opration Xeiicr 6B
agegs () R (J A N (j N Tugycrpicnapx 30, 2220, Xeficr-on-nen-bepr, Bensrist

CEPTUOIKAT TKOCTI CEPII JIKAPCHKOT O 3ACOBY

Hassa JUTIPOCITAH®, cycnensis st in'cruii

dopma BUTYCKY cycrensis st in' ckuii
5 mr Beramerasony (aunponionary); 2 Mr Beramerasony (watpiio docdary)

Jozysanns

Ynaxoska 110 1 MJI B ITOTEPE/IL0 HATIOBHEHOMY WHpHIL, o 1 mnpuuy (1 Ma)Ta 3 2
CTEPUILHUMH FOJIKAMHU B YIIAKOBI{

Cepisi C122233

Kinswictny ¢epil 7 831 ynakosok

JlaTa BUpPOOGHUITBA 11.2024

Jata 3aKindeHHs TepMiHY TPUAATHOCTI 10.2026

Kpaina pupodnuka Beasrist

Peccrpauiiine mocsiguenns UA/9168/01/01

Haspa BupoGHUKA, BiINOBIAANBLHOTO 32
BHIIYCK cepil
Aapeca Inxycrpicnapi 30, 2220, Xeiicr-on-nen-bepr; beasris

Opranon Xeiict 6B

Jlinensis wa supotnunTBO Ne 304 H

PesyiibTaTH MPORCACHIS ANANI3Y SIKOCTI Hikapchicoro 3acody BiAMoBiaNO 10 MK PIT Ne UA/9168/01/01

IMoka3nuKy AKoCTi Bumoru PesyibTaTH anajisy
Onuc Tposopa 6e3bapsHa, 3nerka B'53ka piguHa, Wo MiCTUTh
(BizyanbHo) 4acTHHKH 6ioro aGo Maibke 6i10ro Koasopy, ki 1erko Binnosinae
PECYCITeHLyIOThCS, BIIbHA Bl CTOPOHHIX YaCTHHOK
00’eM HanoBHEHHS Binroinae Esp.®. 2.9.17. Cepenniii 06’eM HaNOBHCHHA He Bi .

. . noBizae
(BHyTpiliHEOBHPOOHNUMH TECT) MeEHILIe 3agBJICHOr0 IHOBIES
pH (roTeHLioMeTPUIHO) 6,7-17,7 7,4
ITpoxinHicTs wepes roJjiky ; . .

. . TToBHHEH JIETKO NPOXOAUTH YEPEs FONIKY 25 po3Mipy Bianosizac
(BHYTPiLIHBOBUPOORUTIHI TECT)

InenTndixanis - beramerasony BEPX xpoMaTorpama 3paska BilIlOBiZae XpoMaTorpami Bixnosinae

aunporionary (BEPX) CTaHAapTY

Inentudikauis - Beramerazony HaTpiio BEPX xpomatorpama 3paska BiAmoBigae Xpomarorpami Binmosinae

tocdary (BEPX) CTaHAapTy

Inentudixauis - ensunosuit cnupt (BEPX) | BEPX xpomaTorpama spaska BiZiIOBiZae Xpomatorpami Binrosinae

Tnenrndikanis - cTaHjaprty

Merumaparinpokcubensoar (BEPX) BEPX xpomaTorpama 3paska BioBifac XpOMATOTpaMi Binnosinac

InenTudiranis - CTaHzapTy

TTponinmnaparinpoxcn6ensoar (BEPX) BEPX xpomaTorpama 3pa3ka BIANOBIae XxpoMaTorpami Bignosinae
CTAHZAPTY

/«);*ﬁ e v P EF
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KinbkicHe BUBHAYEHHS

Beramerazony aurnponionat (BEPX)
Kinbkicne BH3HAYCHHST berameTasoHy
Hatpito (ochar (BEPX)

KisibkicHe BUSHAYEHHS

6,11 - 6,75 mr/mi (95,0-105,0%)

2,50 = 2,76 Mr/mit (95,0-105,0%)

6,39 Mr/mi

2,66 M1/ Mt

Bensunoswit crpT (BEPX) Kinbkicne |8,10 - 9,90 mr/mi (90,0-110,0%) 9,06 mr/mi
BU3HAYCHHS
Merumaparigpoxcu6ensoar (BEPX) 1,17 - 1,43 mr/mn (90,0-110,0%) 1,30 mr/mi
KijibKicHe BU3HAaYEHHS
Tponinnapariapokcubensoar (BEPX) 0,170 - 0,220 mr/mi (85,0~ 110,0%) 0,202 mMr/mit
CrepuibhicTs (*) Po3uuH Mae OyTH CTEPHIIBHHM CrepuibHBIH
Bakrepianbui engoroxcnnu (*) He 6insiue 29,2 MO/Mr GeTamMeTa3oHy <0,3 MO/mr
Baxrepiaabni engorokcun (*) He Ginsue 29,2 MO/Mr 6eTaMeTazony <0,3 MO/mr
Baxrepiaibi engorokcuiy (*) He 6Ginsue 29,2 MO/Mr GeraMerazony <0,3 MO/mr
Bakrepiajibui enaoroxcnnn (*) He 6inbiue 204,4 MO/Ma < 2,0 MO/mit
BakTepiaabui engoToKCHAM (¥) He 6inbuie 204,4 MO/mn < 2,0 MO/mn
< 2,0 MO/mrt

Baxrepiansui enjgoroxcunu (*)

He 6inpue 204,4 MO/Mn

KomenTapi: BifcyTni

(*) Bigrnosinae sumoram €sporeitckoi Papmaxoriei

Hasba LiTbHALL, BiHOBI TATEHOT 38 BAPOBHUIITBO/IEPBUHHY Ta BTOPHRHY YiaKOBKY/KOHTPOJE sxocTi/surtyck cepil: Opranon Xe#cr

0B

Anpeca AiGHUL, BiITOBIHANLHOT 3 BUPOGHUUTBO/ICPBUHHY Ta BTOPHHEY YIIaKOBKY/KOHTPOMb AKOCTI/BUITYCK CEpil: InaycTpienapk

30, 2220, Xeiicr-on-gen-bepr, Benbris.

Jliuensis Ne: 304 H

v 7 3aCBIYI0, 1O BUIERKA3ana indopmallis € JOCTOBIPHOIO 1 TOUHOIO. Tana cepin npoaykry Gyna BUpOOICHa, BKITIOUAI0YH
YIIAKOBKY / MAPKYBAHH Ta KOHTPOJIs AKOCTI Ha BUIIE3rANAHI i BHPOGHUHIH MNbHUL (-UAX) B TIOBHIH BIJTOBIAHOCTI 3 BAMOTAMH
GMP, BCTAHOBICHHMH MICLEBYM PETYIATOPHEM OPTaHOM, 8 TaKoX srigHo crenudikanii, o MiCTHTECA B PEECTPaLLiHHOMY AOCKE.
TIpoToKonH BHPOOHULTBA, YIIAKOBKH Ta KOHTPOIIO AKOCT IEPETTSHYTO i BCTAHOBJIEHO 1X BiANOBIAHICTE BUMOraM GMP.

Nara Bunyeky cepii: 19.02.2025

Jata nignucy

Vroslosakeiia 0co6a/ Bignosigansuuii npoMucioBuii

thapmanesT
Epix Uepesa
/midnuc/

21.02.2025




%i‘%&; O R (‘3 A N O N Organon Heist bv

Productname:

Dosage Form!

Strength:

Packaging:

Batch Number:

Batch Quantity:
Manufacturing Date:
Expiry Date:

Country of Manufacturer:
Registration Certificate:
Name of Releasing Site:
Address of Releasing Site:

Manufacturing License Nr.:

Industriepark 30, 2220 Heist-op-den-Berg, Belgium

CERTIFICATE of QUALITY of Medicinal Product Batch

DIPROSPAN®, Suspension for Injections

Suspension for Injections

5 mg Betamethasone (as dipropionate); 2 mg Betamethasone (as disodium phosphate)
Packaging: 1mi in syringe, pack of 1 prefiled syringe (1ml) and two sterile injection needles
C122233

7.831 Packs

112024

10 2026

Belgium

Ne LA/9168/01/01

Organon Heist bv

Industriepark 30, Héist-op-den-Berg, 2220, Belgium

304 H

Quality Analysis Results of the Medicinal Product in compliance with MQC of RC Ne UA/8168/01/01

Reguirements Analysis Results

Clear, colourless, slightly viscous liquid containing easily resuspendable COMPLIANT
white to off-white particles, free from foreign matter.

Quality Indicators
Description (visual)

Filt Volume Complies with Ph. Eur. 2.9.17 "Extractable volume' COMPLIANT

(Performed as in-process control test)

pH (potentiometry) 6.7-7.7 7.4 ;
Syringeability passes easily through a 25-gauge needie COMPLIANT
(Performed as in-process control est)
Identification. - Betamethasone The Sample HPLC chromatogram agrees with the Standard COMPLIANT
Dipropionate (HPLC Gradient ) chromatogram. *
\dentification - Betamethasone Sodium The Sample HPLC chromatogram agrees with the Standard COMPLIANT

Phosphate (HPLC Gradient I) chromatogram.

Identification - Benzyl Alcohol The Sample HPLC chromatogram agrees with the Standard COMPUIANT

(HPLC Gradient ) chromatogram.

Identification ~ Methyl The Sample HPLC chromatogram agrees with the Standard COMPLIANT

parahydroxybenzoate (HPLC Gradient i) chromatogram.

\dentification ~ Propyl The Sample HPLC chromatogram agrees with the Standard COMPLIANT

parahydroxybenzoate (HPLC Gradient f) chromatogram.

Assay Betamethasone Dipropionate 6.11 - 6.75 mg/ml (95.0 to 105.0 %) 6.39 mg/mi

(MPLC Gradient Il)

Assay Betamethasone Sodium Phosphate 2,50 ~2.76 mg/ml (95.0 to 105.0 %) 2.66 mg/ml

(HPLC Gradient It)

Assay Benzyl Alcohol (HPLC Gradient ]} 8.10—9.90 mg/ml (80.0.10:110.0.%) 9.06 mg/mi

Assay Methyl-Parahydroxybenzoate 1.17 -1.43 tng/mi (0.0 to 110.0-%) 1.30 ma/ml

(HPLC Gradient 1)

Assay Propyl Parahydroxybenzoate 0:170 = 0.220 mg/ml (85.0to 110.0 %) 0.202 mglml

{HPLC Gradient )

Sterility(*) Passes test STERILE

Bacterial endotoxins (%) Max. 29.2 EU/mg Betamethasone <03 EU/mMg

Bacterial endotoxins {*) Max. 29.2 EU/mg Betamethasone < 0.3 EU/Mg

Bacterial endotoxins () Max. 29.2 EU/mg Betamethasone <03 EUmMg

Bacterial endotoxins {*) Max. 204.4 EU/ml <20 EUML

Bacterial endotexins (%) Max. 204.4 EWm| <20 EUML

Bacterial endotoxins () Max,; 204.4 EU/mI <20 EU/mL

Comments: None
(*) Complies with the requirements of the European Pharmacopeia
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mﬁ%ﬂg‘: O R G A N () N Organon Heist bv

|
industriepark 30, 2220 Heist-op-den-Berg, Belgium

CERTIFICATE of QUALITY of Medicinal Product Batch

Productname: DIPROSPAN®, Suspension for Injections

Dosage Form: Suspension for Injections

Strength: 5 mg Betamethasone (as dipropionate); 2 mg Betamethasone (as disodium phosphate)
Packaging: Packaging: 1ml in syringe, pack of 1 prefilled syringe (1ml) and two sterile injection needles
Batch Number: C122233

Name of Manufacturing/Primary&Secondary Packaging/Testing/Release Site: Organon Heist bv
Address of Manufacturing/Primary&Secondary Packaging/Testing/Release Site: Industriepark 30, Heist-op-den-Berg, 2220, Belgium:

Manufacturing Authorisation Number: 304 H

| hereby certify that the above information is authentic and accurate. This batch of product has been manufactured, including packaging/labeling
and quality control has been performed at the above mentioned site(s) in full compliance with the GMP requirements of the Local Regulatory
Authority and in accordance with the Specifications of the Registration Dossier. The balch processing, packaging and analysis records were
reviewed and found to be in compliance with GMP.

For batch release on: 19 Feb 2025
Qualified Person / Responsible Industrial Pharmacist

Erik Ceresa

Date of Signature: SRR o N 53
21 FEB 202 BBKAINTLS_UKR
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JNEPKABHA CJIY/KBA 3 JIIKAPCBKHUX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTHUKAMMH Y KHIBCBHKIN OBJIACTI

npos. Ceitnuunoi Hanii, 3, m.Kuis, 02099, ten/dakc: (044) 576-40-41
E-mail: dls.ko@dls.gov.ua, Kox €ZIPTIOY 37078774

BUCHOBOK
PO AKICTh BBE3€HOI0 B YKpaiHy JiKapchbKOro 3acody

02.06.2025 Ne 25198/25/10

JUNPOCIAH®

(naiiMeHyBaHHS JiKapchKOro 3aco0y 3rifHO 3 peecTpaliifHuM MOCBiTYEHHAM)
cycnen3ist Juid in’exuii, mo 1M y nonepeHb0 HaNOBHEHOMY IINPHLi; o 1 mmpuny B
KOMILIEKTI 3 2 CTepHJILHHMH I'OJIKAMH B ILIACTHKOBOMY KOHTEHHEPI B KAPTOHHI# Kopooui

(dhopma BuITyCcKY, NO3YBaHHS, BHJ IIAKYBAaHHSA JIIKApCBKOTO 3aco0y)

Howmep peecrpariitoro nocsiguenns UA/9168/01/01 crpox aii peecrpauiitnoro nocsinuenns 01.01.2099

Cepis nixapebkoro 3acoby Ne C125173 Kinskicts BBe3enoro mikapeskoro 3acoby 6058
BupoGHik Opranon Xeiict 68, bemnbris
(naliMeHyBaHHA BHUpOOHHKA JIIKapCBKOTO 3aco0y, KpaiHa MOXOMKEHHS )
Baesero B Yipainy CrijbHe yKpaiHCbKO-€CTOHChKE MiAMPHEMCTBO Y (popmi ToBapucTBa
3 o0Me:xeHO10 BiqnosinansHicTIo "OnTtiMa-®apm, JIT/L", inenr. kox:
21642228

(naiimenyBanHs Ta kog 3a €JIPTIOY ropumuusoi ocobu abo npizsuiue, iM'a, o GarekoBi ¢iznaHOT
ocobu - mignpuemMiid, i Miciie IPOKHUBAHHS TA PEECTpaLiiHI HOMep 0DNIKOBOT KAPTKY MIIATHHUKA
nojaTkis abo cepis Ta HOMep nacnopra)

Iporoxoa sizyaasnoro xoutposo six 02.06.2025 Ne 1653/3.
3a pesynbTaTaMM JEPHKABHOIO KOHTPONIO BCTAHOBIEHO, IO Jikapcekuit 3aci6 Beeseno B Ykpainy 3

AOTPHMAHHAM BuMOT 3aKOHOJABCTBA 111010 3a0€31IEYCHHS AKOCTI JIIKAPCHKHX 3aC00iB.

e s
Th §8y;
a\g’ﬁmm;

-

Ousra €EPBOMEHKO

{nligiec) {igigisr Ta Dpi3RMILe)

TRIAL MCDE - a valid license will remave this message. See the keywards property of this PDF for mare infarmation.



= ORGANON

Opranon Xeiicr 68
Iayerpicnapx 30, 2220, Xeiicr-on-gen-hepr, besnris

CEPTU®IKAT SSKOCTI CEPIi JIIKAPCLKOT'O 3ACOBY

Haszsa
dopma BUIYCKY

HosyBanus

YnakoBka

Cepin

Kinbkicrb y cepil

Jara supotnunrsa

JlaTa 3akinueHHn TepMiHy NPHAATHOCTI
Kpaina supobnnka

Peccrpaniiine nocsinuenns

Hazia BupofHuKa, BIANOBIAANLHOTO 32
BHUITYCK cepil

Aapeca

Jlineusist ua BupoOHAUTBO Ne

JAUNTIPOCIIAH®, cycnensis aast in' ekuib
cycrnensist JUist iH'eknii
5 mr Beramerazony (aunponionarty); 2 mr berameraszony (#arpito docdary)

no | M B nonepeannLo HanosHenomy mnpuui, no 1 wapuuy (1 ma) taz 2
CTEPHIILHUMH TOJIKAMH B ynakosui

C125173

6 058 ynaxoBok

02.2025

01.2027

Besbris

UA/9168/01/01

Oprauon Xeiict 0B

Iuaycrpienapk 30, 2220, Xeiicr-on-gen-bepr, beanria
304 H

Pe3y/ibTaTi NIPOBEACHHS AHAI3Y SIKOCTi JiKapCchKoro 3acoby sianosinne 1o MKSI PTT Ne UA/9168/01/01

MoKa3HUKH SIKOCTI Bumorn PesyabTaTu anamizy
Onuc I'posopa Geabaprna, 3sierka Bsika PiHHa, Lo MiCTHTh
(Bi3yasn»HO) yacTHHK BiRoro a6o Makke GLI0r0 KOILOPY, SKi JIErKo Bijrosiac
PeCyCneHiyloThCsl, BiJibHa BiJl CTOPOHHIX HaCTUHOK
06’em HanoOBHEHHSA Bianosinac Eap.®. 2.9.17. Cepenniit 06’cm HANOBHEHHS HE | .
i o Bijriosijiae
(Buyrpilmunsosupobrutuii Tecr) MEHITIC 3asiBIECHOTO
pH (notenttiomMeTprHo) 6,7-7.7 7.4
MpoxianicTs yepes roaxky . : . .
: N TToBMHEH JIETKO NPOXOJAWTH Hepes roiky 25 posmipy Bijriosijac
(BUYTPINIHBLOBUPOOHUUNI TeCT)
Inenrudikanis ~ beramerazony BIEPX xpoMarorpama spasia RiNoBiIac XpoMarorpami Biosijac
jqunponionaty (BEPX) craHgapry
Inentudikauin - Beramerasony HaTpilo BEPX xpoMarorpama 3paska BinoRijae XpoMarorpami Bixnoginae
dochary (BIEPX) crarjiapry
Inenrruikanis - Hensunonnit cnmpr (BEPX) |BEPX xpomarorpama spasia RIJIMOBIZAC XPOMATOrpaMi Bimosinae
Inenrudirauis - craHgapry
Meruanapariapoxcnbensoar (BEPX) BEPX xpomarorpama 3paska BiAnopilae XpoMarorpami Bianosinae
InenTudikanis - craHjaapry
Iponinnaparinpoxcutensoar (BEPX) BEPX xpomarorpama 3pazka RiANoBijac XpoMarorpami Bijrorijac
cTaHapTy




KinbkicHe BU3HAYEHHS

Beramerasony aunporiionar (BEPX) 6,11 - 6,75 mr/mn (95,0-105,0%) 6,32 mMrimn
KiabkicHe BH3HAUEHHS bertamerasony

narpito gocdar (BEPX) 2,50 - 2,76 mr/mi (95,0-105,0%) 2,66 Mr/mi
Kinnkicne BU3HAYEHHS!

beusunosuit cnivpt (BEPX) Kinskicne |8,10-9,90 mr/ma (90,0-110,0%) 9,02 mMr/ma
BH3HAYEHHSI

Meruanapariaporcn6ensoar (BEPX) 1,17 - 1,43 mr/ma (90,0-110,0%) 1,29 mr/min
KinnkicHe BU3HAUEHHS

ITponinnapariapoxcubenszoar (BEPX) 0,170 - 0,220 mr/vi (85,0- 110,0%) 0,200 mr/ma
Crepunbnicts (*) Po3zunn Mac 6yTH CTEPUILHUM CrepuibHblid
BakTepianbhi engoTokennn (*) He Gisnine 29,2 MO/mr Getamerasony <0,3 MO/mr
BakTtepiaabhi eaporoxcuny (*) He Giamie 29,2 MO/Mr Getamerasolty <0,3 MO/mr
bakTepiansni engoroxenny (¥) He 6ianine 29,2 MO/Mr 6eraMeTasoHy <0,3 MO/mr
Bakrepianbni engorokennn (*) Fle Giabtie 204,4 MO/ <2,0 MO/ma
Bakrepiaanii engoroxcunu (*) He 6Gianine 204,4 MO/mn < 2,0 MO/Mi
bakTepiaabHi engoroxcnnn (*) He 6Ginbime 204,4 MO/Mn < 2,0 MO/ma
Komenrapi: BigcyTHi (*) Bianosiaae sumoram Eppornetickoi @apmaxoned

Hazpa JissHHLL, BIATOBIIANLHOT 32 BUPOGHHIITRO/NICPBHHHY T& BTOPUHHY YIIaKORKY/KOHTPOIL SKOCTI/BUNYCK cepii: Opranon XeHer
OB

AJpeca AiNbHULL, BNORIIANLHOT 32 BUPOGHULITRO/NEPBHIHY Ta RTOPHIHY YIIAKOBKY/KOHTPOITHL sSKOCTI/BHITyCK cepii: Tnuycrpicnapx
30, 2220, Xedicr-on-gen-hepr, bebris.

Jlinewnsist No: 304

Llum 51 3acsinuylo, 1o suieskazana indopmailis € 10cToBIpHOIO i TouH010. dana cepis npoiykTy Oysia BApoGIeHa, BRAIOUAIOUH
YRAKOBKY / MApKyBaHHS Ta KOUTPOJIb SKOCTI Ha BULLIE3raanii BUPOGHHHIN ALTLHALI (-11AX) B NOBHIE BIANOBIHOCTI 3 BUMOramMu
GMP, BCTAHORACHUMY MICLCBHM PECYJISITOPHUM OPraHoM, a TakowK 3riHo crietndikatlii, o MiICTHTLES B peecTpatiiiomMy J10Che.
TTpoToK0AM BUPOBHULITEA, YHAKOBKH Ta KOHTPOJIO SKOCT NEPErssHy o i BCTaHoRAEHO X BiAnoiaicTs sumoram GMP.

JMara sumycky cepii: 17.04.2025 YrnosHosaxena 0co6a/ BianopigadbHuii npoMHcaoBHii
3a Epik Uepesa dapmanesT

Turpia ne Kok

/mionuc/

Jara nignuey 18.04.2025
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Productname:

Dosage Form:

Strength:

Packaging:.

Batch Number:

Batch Quantity:
Manufacturing Date:
Expiry Date:

Country of Manufacturer:
Registration Certificate:
Name of Releasing Site:
Address of Releasing Site:

Manufacturing License Nr.:

Quality Analysis Resuits of the Medicinal Product in compliance with MQC of RC Ng UA/9168/01/01

Quality indicators
Description (visual)

Fiif Volume

Industriepark 30, 2220 Heist-op-den-Berg, Belgium

CERTIFICATE of QUALITY of Medicinal Product Batch

DIPROSPAN®, Suspension for injections

Sugpension for injections

5 mg Betamethasone (as dipropionate); 2 mg Betamethasone (as disedium phosphate)
Packaging: 1ml in syringe, pack of 1 prefilled syringe (1mf) and two sterile injection needles
C125173

6.058 Packs

02 2025

01 2027

Belgium

Ne UA/9168/01/01

Organon Heist bv

Industriepark 30, Heist-op-den-Berg, 2220, Belgium

304 H

Requirements Analysis Resuits
Clear, colourfess, slightly viscous liquid containing easily resuspendable  COMPLIANT
white to off-white particles, free from fereign mailer.

Complies with Ph. Eur, 2.9.17 "Extractable volume”. COMPLIANT

{Performed as in-process control lest)

pH (potentiometry)
Syringeabiiity

87-77 7.4

Passes easily through a 25-gauge needie COMPLIANT

(Performed as in-process control test)

Identification - Betamethascne
Diprapionate (MPLC Gradient 1)

identification - Betamethascne Sodium

Phosphate (HPLC Gradient 1)

identification - Benzyl Alcohol
(MPLC Gradient i}

identification - Methy!

Farahydroxybenzoate (4PLC Gradient i

tdentification ~ Propy!

Parahydroxybenzoate (HPLC Gradient i)
Assay Betamethasone Dipropionate

{HPLC Gradient I1)

Assay Befamethasone Sodium Phosphate

(HPLC Gradent 1)

The Sample HPLT chromatogram agrees wilh the Standasd COMPLIANT

Assay Benzy! Alcohol (HPLE Gradient Il)

Assay Methyl Parahydroxybenzoaie
(HPLC Gradient I1)

Assay Propyl Parahydraxybenzoate
{HPLC Gradient il

Sterility(*)

Bacterial endotoxins {*)
Bacterial endotoxins (*)
Bacteriat endotoxins (*}
Bacleral endotoxing (7}
Bacterial endotoxins (%)
Bacterial endoloxing ()

Comments: None

chramatogram,

The Sample MPLC chrematogram agrees with the Slandard COMPLIANT
chromatogram.

The Sample HPLC chromatogram agrees with the Standard COMPLIANT
chromatogram.

The Sampie HPLC chiomatogram agrees with the Standard COMPLIANT
chrematiegram,

The Sampie HPLC chromategram agrees with the Standard COMPLIANT
chrematogram,

6.11-6.75 mg/mt (85.0 to 105.0 %%} 6.32

2.5 - 2.76 mgimi (95.0 to 105.0 %} 2.68

8.10 ~ 9.0 mgiml {90.0 to 110.0 %% 8.02

1.17 ~1.43 mg/ml (90.0 to 110.0 %) 1.29

0.170 -~ 0.220 mg/mi (85.C 10 110.0 %) 0.200
Pasgses test STERILE
Max. 29.2 EU/mg Betamelhasone <03

Max. 29.2 EU/mg Belamethasone <03

Max. 29.2 Eli/mg Betameihasone <03

Max. 264.4 EUrm] <20

Max, 204.4 EU/mi < 2.0

Max. 204.4 Eimi «2.0

(*) Camplies wilh the reguirements of the European Pharmacopeia

mg/mi
g/l

mygiml
mgimi

mgiml

EU/mg
EUimg
Elimg
EU/mi
EU/mL
EUimL
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Industriepark 30, 2220 Heist-op-den-Berg, Belgium

CERTIFICATE of QUALITY of Medicinal Product Batch

Productname: DIPROSIPAN®, Suspension for Injections

Dosage Form: Suspension for Injections

Strength: 5 mg Betamethasone (as dipropionate); 2 mg Betamethasone (as disodium phosphate)
Packaging: Packaging: 1mlin syringe, pack of 1 prefilied syringe {1mi) and two sterile injection needles
Batch Number: C125173

Name of Manufacturing/Primary&Secondary Packaging/Testing/Release Site: Organon Heist by
Address of Manufacturing/Primary&Secondary Packaging/Testing/Release Site: Industriepark 30, Heist-op-den-Berg, 2220. Belgium.
Manufacturing Authorisation Number: 304 H

I hereby certify that the above information is authentic and accurate. This batch of product has been manufactured, including packaging/labeling
and quality control has been performed at the above mentioned site(s) in full compliance with the GMP requirements of the Local Regulatory
Authority and in accordance with the Specifications of the Registraticn Dessier. The batch processing. packaging and analysis records were
reviewed and found to be in compliance with GM#,

For batch release on: 17 Apr 2025 )

# Qualified Person / Responsible industriat Pharmaci {5
/ftErik Ceresa =5
7 A

BBKAINTLE_UKR

Page 20f 2














http://www.tcpdf.org

