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Opranon Xeiicr 6n
Inaycrpicnapi 30, 2220, Xeiier-on-gen-bepr, bedabris

CEPTUDIKAT AKOCTI CEPH JIKAPCHKOI'O 3ACOBY

Ha3sa
Mopma BUNyCKy

Jo3yBanus

Ynakosia

Cepisn

Kinbkicts y cepif
JaTta BupoOHHUTBA

JaTa 3akiH4eHHA TePMiHY NPUAATHOCTI

Kpaiua BupoOnuka

Peecrpauiiine nocsiauenns

Ha3zga Bupofuuka, sianosinansHoro 3a
BUNYCK cepil

Anapeca

Jliuensis Ha BupodHUUTBO No

JHIPOCHAH®, cycnensia aast in' ckuii
cycrnensis s in'ewuiii
5 mr Beramerasony (aunponionaty); 2 mr beramerasony (HaTpiio dpocary)

no 1 ms1 B amnyJii; ne 5 amnyn B kKapTouHiii Kopooui
B113452

16 786 ynakosok

03.2024

03.2026

beawris
UA/9168/01/01
Opranon Xeiicr 68

Iugycrpienapi 30, 2220, XeiicT-on-gen-hepr, beabris
304 H

PesynbTaTu npoBeaeHHs aHANi3y IKOCTI Aikapebkoro 3acody sianosiano g0 MKS PI1T Ne UA/9168/01/01

[Mokaszuukn akocri

Bumoru PesyabraTi anasisy

Onuc
(BizyanbHO)

ITposopa Oe3bappia. 3erka B'S3Ka PLIMIA. IO MICTHTh
4acTUHKHM OijIoro abo mMaibie 611010 KOALOPY, SKi JIETKo Bianosinac
pecyclieiylOThCs, BUIbHA BLA CTOPOHHIX HACTHHOK

06’em HanoBHeHHS
(BuyrpitnunsoBupobHuunii recr)

Bianosinac Esp.®. 2.9.17. Cepejutiit 06 cm nanontens e

) Bignosijac
MCHLIE 3asiBJICHOT0

pH (norenuiomerpuuno) 6,7-17,7 7.4
glr:())’:}l)llll}:lf::ﬁ:t)g(;}‘I;(l)l‘g::yl(,(,l) Mae nerko NpoXoMTH Hepes rodiky 25 posMipy Bijosinae
InenTudixauin - beramerasony BEPX xpomarorpama 3paska BiinoBijtac xpomMarorpami Binnonijac
aunponionary (BEPX) cranjapry

IaenTudikauis - beramerazony narpiio  |BEPX xpomarorpama spaska sijutonizac xpomarorpami Bismosiiac
ocary (BEPX) CTaHJapTy

laewTudikauin - beusunosuit crimpr BEPX xpomarorpama spazka BINOBI@E XPOMATOrpami Bijmonijac
(BEPX) craniapry

InenTudiranis - BEPX xpomarorpama spaska BULIOBIIAC XPOMATOPaMi Bismosijac
Merunnapariapoxenbensoar (BEPX) crannapry

Inentudirauis - BEPX xpomarorpama 3paska BiHoBi/lac Xpomarorpami Binnosinae
[Mponinnaparinpokcubensoar (BEPX) cranuapry




Kb KicHe BH3IHAUCHHS
beramerasony autponionar (BEPX)
Kisbkicne suzHaueHus
Beramerasony narpiio docdar (BEPX)
KinbkicHe BU3HAYEHHSA

bensonuii clnpr (BEPX)
Kinbkicne Bu3naveHus
Merunaparipokcubensoar (BEPX)
KisibkicHe puzHauenus
ITpouinnapariapoxcubensoar (BEPX)

6.1 -6.75 mr/Ma {95.0-105.0%)
2.50 - 2,76 mr/mn (95.0-105,0%)
8.10 - 9.90 mi/mi (90.0-110.0%)
117 - 1,43 mr/mn (90.0-110.0%)

0,180 - 0,220 mr/Mn (90,0- 110,0%)

6,51 Mr/mi
2,69 mr/ma
9.07 mr/mn
1,29 mr/mn

0,203 mr/man

CrepuabicTs (*)

Posuun Mac 6yTH CrepriibHUM

Crepuibublii

baktepianbni enpoTokcunn (*)

He Giastue 29,2 MO/mr Oeramerasony

< 0,3 MO/mr

Bakrepiananni eHgoTokeuuu (%)

He Ginbiue 29,2 MO/mic 6eramerasony

< 0,3 MO/mr

bakrepianbhi eHgoToOKCHEM (*)

e Blnse 29,2 MO/mi Gerametasony

< 0,3 MO/mr

bakrepianbui enporokeuun (*)

He Sinnige 204,4 MO/Mn

< 2,0 MO/mn

bBakrepiasbhi enjpoToreuun (%)

He Slibie 204,4 MO/

< 2.0 MO/mn

bakrepiansii enjporokeunn (*)

He 6iimine 204.4 MO/Mn

< 2,0 MO/mn

Kosernrapis sijaey i

Flevsia ATALIVIEL BEAROBLAQALHOT 32 BUPOSHHITTBO/MEPBUIINY Ta BTOPHIEY YIAKOBKY/KOHTPOADL SIKOCTI/BUNYCK cepii: Opranon

Xciter 08

(*) Bizmosinae sumoram Cuponeitckoi dapmaxornef

Adpeca NALHKIL, BIANOBLIAILHOT 38 BUPOOHMILTBOMNICPBHHILY Td BTOPHIHY YNAKOBKY/KOHTPOIIL SKOCTI/BUITYCK Cepil:
ligycrpicnapi 30, 2220, Xelicr-on-aen-bepr, benbrisi.

Jinensis No 304 H

[lim st 3acsinuvio. no Buineskasana indopmaitis ¢ gocronipiioro i rounoto. Jlana cepist nposykry 6yna BupofieHa, BISiOMaloty
MAROBRY © MAPKY BAHH T KOTPO:L SIKOCTT U B Al BHPOOHHUIH AL (-1BIX) 8 HOBHIE BULIOBIANOCTI 3 BUMOTAMN
GMP, BCTanoBACHUMU MICUEBHM PETYISTOPHHM OPralioM, a TAKOK 3riAH0 crieunikallil, 1o MiCTHTLCS B PEECTPaLliHOMY 10ChE.
Hporokoin BUPOBHHIITBRA, YIIAKOBKH Ta KOHTPOJAIO AKOCT] NEPerasinyTo | BCTanoBseHo ix sinosiadicrs sBumoram GMP.

Mava punycky cepii: 18.07.2024 Ynosnosaxena ocoba/ Binnosinaabnuit npomuciosmii
dapmauest

Bin imeni Epik Llepesa

Tiepio oe Kok /nionuc/

Jara nignucy 19.07.2024
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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: 1 mlin ampoule; 5 ampoules in carton package
Batch Number: B113452
Batch Quantity: 16.786 Packs
Manufacturing Date: 03 2024
Expiry Date: 03 2026
Country of Manufacturer: Belgium
Registration Certificate: Ne UA/9168/01/01
Name of Releasing Site: Organon Heist bv
Address of Releasing Site: Industriepark 30, Heist-op-den-Berg. 2220, Belgium
Manufacturing License Nr.: 304 H

Quality Analysis Results of the Medicinal Product in compliance with MQC of RC Ne LJA/9168/01/01

Quality Indicators

Description {visual)

Fill Volume
{Performed as in-process controt test)

pH {potentiometry)

Syringeability
(Performed as in-process control test)

Identification - Betamethasone
Dipropionate (HPLC Gradient 11}

Identification - Betamethasone Sodium
Phosphate (HPLC Gradient 1t}

Identification - Benzyl Alcohol
{HPLC Gradient 11)

Identification — Methy!
Parahydroxybenzoate (HPLC Gradient If)

Identification — Propy!
Parahydroxybenzoate (HPLC Gradient 11}

Assay Betamethasone Dipropionale
(HPLC Gradient 1)

Assay Betamethasone Sodium Phosphate
(HPLC Gradient Il

Assay Benzy! Alcohol (HPLG Gradient 11)

Assay Methyl Parahydroxybenzoate
(HPLC Gradient I1)

Assay Propy! Parahydroxybenzoate
(HPLC Gradient If)

Sterility (")

Bacterial endotoxins (%)
Bacterial endotoxins ()
Bacterial endotoxins (*)
Bacterial endotoxins (*)
Bacterial endotoxins ()
Bacterial endotoxins (%)

Comments: None

Requirements
Clear, colourless, slightly viscous liquid containing easily resuspendable
white to off-white parlicles, free from foreign matter

Complies with Ph. Eur. 2.9.17 "Exiractable volume”.

37-77

Passes easily through a 25-gauge needle

The Sample HPLC chromatogram agrees with the Standard
chromatogram.

The Sample HPLC chromatogram agrees wilh the Standard
chromatogram.

The Sample HPLC chromatogram agrees with the Standard
chromatogram.

The Sample HPLC chromatogram agrees with the Standard
chromatogram.

The Sample HPLC chromatogram agrees with the Standard
chromatogram.

6.11 ~6.75 mg/mi (95.0 to 105.0 %)
2.50 - 2.76 mgimi (95.0 10 105.0 %)

8.10 — 9.90 mg/mi (0.0 to 11C.0 %)
117 ~1.43 mgimt (90.0 to 110.0 %)

0.180 — 0.220 mgimi (80.0 to 110.C %)

Sterile

Max. 29.2 £U/mg Belamethasone
Max. 29.2 EU/mg Betamethasone
Max. 29.2 EU/mg Betamethasone
Max. 204.4 EU/mi

Max. 204.4 EU/mI

Max. 204.4 EU/ml

(*) Complies with the requirements of the European Pharmacopeia

Analysis Results

COMPLIANT

COMPLIANT

Vo4

COMPLIANT

COMPLIANT

COMPLIANT

COMPLIANT

COMPLIANT

COMPLIANT

6.51

2.69

g9.07
1.29

0203

STERILE
<03
<33
< 0.3
< 2.0
<2.0
<20

mg/ml
mgimi

mgimi
mq/mi

mg/ml

Elimg
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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: 1 mlin ampoule; 5 ampoules in carton package

Batch Number: B113452

Name of Manufacturing/Primary&Secondary Packaging/Testing/Refease 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

t hareby 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 batch processing, packaging and analysis records were
reviewed and found to be in compliance with GMP.

For batch release on: 18 Jul 2024

Qualified Person / Responsible Industrial pha{macis}gﬂ’[

Erik Ceresa

gEIaN

~,INGRID-DE COCK

v (o

Date of Slgnaturé; : {
S 19 JUL 202 BBKAINTLS_UKR

‘
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