5 ORGANON

CEPTH®IKAT AKOCTI CEPIT JIKAPCBKOI'O 3ACOBY

Occ, 01.10.2024

H.B.Opranon
Ha3ga Hosapuur®, kinbue Barinaipie, 11,7 mr/2,7 mr
dopMa BHITYCKY Kijbie arinanpue 11,7 Mr/2,7 Mr
Homep cepii bulk 1000036340
Howmep cepil B112975
Jo3yBanHs

11,7 mr/ kinbue eToHOTECTPEdY
2,7 mr/kinbue erunixecrpaniony

Ynakosxa 1 Kibe B catue; § cawe B KapToHuiii kopoui
Kpaina Bupoduunxa Hinepianam

Po3amip cepil 9450

Jlara sunycky cepii bulk 14.02.2024

PeecTpauiiiie HOCBITIEHHS UA/9613/01/01

Jara BupoduuuTBA 21.09.2023

Jlata 3akiHuenns TepMiny 01.2027

npu;(a'mocﬁ

Hassa BUpoOHHKa, H.B. Opranon

BIANOBINANLHOTO 32 BUIYCK cepii

Ksnooctepurrpaar 6, 5349 AB Occ, Hinepaanau

Anpeca Moumnenmrpaat 110, 5342 CC Oce, Hinepaanian
Jlinensis Ne 108984 F
Pe3yibTaTH KOHTPOJIO AKOCTI JIiKapebKoro 3aco6y Bimmosinno xo MKSI PIL Ne UA/9613/01/01
TMoxasnuky siKocTi Bumoru MKSI PesynLTaTh aHamisy
30BHILIAI BUPTIL KilbLs
(BizyanbHo)
A Tnagke ipo3ope Kinblle 6e3 3HAYHUX BHIUMHX Bianoginae
HIOIIKOMXCHD
B 3 OJHI€I0 NPO30POI0 K0 Malixe NPo30poio Bianosinae
JTISHKOI0
Koxip (sisyansHo) BeaGapsre a6o maiixe GesbapsHe Biznosigae
Jlio4i pcHOBHHH:
Eronorectpen (ORG 3236) (BEPX)  |ITpucyrnii Bixnosixae
Eruninecrpanion (ORG 224) Houcyriiii Bianosingae
(BEPX) PHCYT
Eronorectpen (ORG 3236) ST Binnosinae
(BETLLX) pHCYT
Eruninecrpamion (ORG 224) - Biarosinae
(BETILIX) TIpucyrHii
Eronorecrpen (ORG 3236) (BEPX) |10,5 <=x<= 12,3 Mr/oaunnis 11,3
. . 2,4 <=x<= 2,8 Mr/oguHHLA 2,6
Eruninecrpanion (ORG 224) (BEPX)
TTpoyKTH PO3KIIaLy ETOHOTECTPENY:
ORG 32084 (crienudikopanuit <= 1% Bijl 3a4BJIEHOr0 BMICTy €TOHOICCTPENY <0,1
inenTudixoBanmii)
ORG 31977 (cricumdikopanuit <= 1Y% Big 3a5BJEHOTO BMICTy €TOHOTECTPENY <0,1
imentrHpixoBanuii)
TTponyKTH po3KIany eTHHLNECTPanioNy:
ORG 31891 (cneumndixopanuii <= 1% Bill 3asBIenoro BMicTy eTHinectpaaiony|<0,2
inenrudioBanuk)
KoxHOro Hecnenu(pikoBanoro <= 1% Bij 3aBIEHOI0 BMiCTY €TOHOreCTpey <0,1




3oBHIWHIA AiaMCTp KilbLs 52,5 <=x<=55,5 MM 53,8 53,6

53,7 53,8

534 535

53,8 53,7

53,7 53,7
3aranbHa KiNbKiCTh MHUTTEIAATHHX <= 100 KVO/oz. 0 0
aepoBHUX MIKpOOPraHi3MiB 0 0

0 0
3arajibHa KiNbKICTh APIKKEBHX T <= 10 KYO/og. 0 0
NNicHEBUX rpudiB 0 0

0 0
Salmonellae BincyrHi Bignosigae
Escherichia coli BincyrHi Bianosinae
Pseudomonas acruginosa Bigcyrthi Bianosinac
Staphylococcus aureus Bigcyri Bipnosinae
Canadida albicans Bigcyrsi Bianosijsae

Komenrapi:
RSD = BigHoCHE CTAHAAPTHC BIAXMICHHA

Kpaina: Ykpaina

T{uM 5 3acBinMyro, 10 HaBeAcHa BHIE indopMaLis € nocTosiproto Ta TouHoto. ITio cepito mpenapary Gyno BHpoOGIEeHO (BKIHOHAIOUH
aKyBaHHA/MApKyBaHH:A) T2 IPOBEACHO KOHTPOIb SKOCTL Ha BHILIE3A3HAYEHH AMbHAL (-111X) ¥ TTOBHIH BIANOBINHOCT] 3 BUMOTaMH
GMP, BCTaHOBIIEHHMH MiCLIEBHM PETYISTOPHUM OPTaHOM, @ TAKOXK BiIITOBIMHO A0 crenudixalif, o MICTATECA y peecTpaniiinoMy

J0CLE iMIopTyIouoi kpainy. IIpoTokonu BUPOSHHLTEA, MAKYBAHHA Ta KOHTPOIIO AKOCTY FICPCTIIAHYTO Ta BCTAHOBIICHO BIANOBIAHICTH
pumMoram GMP.

H.B. Opranon
Knooctepiurpaart 6,
5349AB Occ,
Hinepnanmu

Binmoninansauii GpapMancsT/YI0BHOBaXEHA 0coba:
& ne boep
/mionuc/

Tara nignucy: 01.10.2024
Jlata Bunycky cepil: 25.06.2024



A ORGANON

CERTIFICATE OF QUALITY

OF MEDICINAL PRODUCT BATCH

0ss, ©1-0CT-20824

Product name
Dosage
Bulk batch number

N.V. Organon

. NUVARING®, wvaginal ring 11,7 mg/2,7 mg
: vaginal ring 11,7 mg/2,7 mg
1 1000036340

Lot number (packing nr.) : B112975

-Strength

Packaging

: 11,7 mg/ring ethonogestrel
2,7 mg/ring ethinylestradiol
: 1 ring in sachet; 1 sachet in carton package

Country of manufacturing : The Netherlands

Batch quantity

1 9450

Date of bulk batch Release: 14-FEB-2024
Registration certificate UA/9613/01/01

Manufacturing date 1 21-SEP-2023
Expiry date 1 JAN-2027
Name of releasing site : N.V. Organon

Address of releasing site @

Kloosterstraat 6, 5349 AB Oss, the Netherlands
. Molenstraat 116, 5342 CC Oss, the Netherlands

Manufacturing license no : 188984 F

Quality Analysis Results of the Medicinal Product

in compliance with MQC of Reg.Cert. No UA/9613/01/01

Quality Indicators MQC Requirements Analysis Results

APPEARANCE OF THE

RING (VISUAL):
A

COLOUR (VISUAL)

SMOOTH TRANSPARENT
RING WITHOUT MAJOR

VISIBLE DAMAGES COMPLIES
ONE TRANSPARENT TO
LESS TRANSPARENT REGION COMPLIES

COLOURLESS TO ALMOST

COLOURLESS COMPLIES
ACTIVE INGREDIENTS:
ETONOGESTREL
(ORG 3236) (HPLC) PRESENT COMPLIES
ETHINYLESTRADIOL
(ORG 224)(HPLC) PRESENT COMPLIES
ETONOGESTREL
(ORG 3236) (HPTLC) PRESENT COMPLIES
ETHINYLESTRADIOL
(ORG 224) (HPTLC) PRESENT COMPLIES
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4 ORGANON

CERTIFICATE OF QUALITY
OF MEDICINAL PRODUCT BATCH

Product name
Dosage

Oss, 01-0CT-2024
N.V. Organon

: NUVARING®, vaginal ring 11,7 mg/2,7 mg
: vaginal ring 11,7 mg/2,7 mg

Bulk batch number . 1060036340
Lot number (packing nr.) : B112975

Quality Indicators MQC Requirements Analysis Results

RSD UNIFORMITY OF

CONTENT DATA:

ETONOGESTREL <= 6 % 4]

ETHINYLESTRADIOL <=6 % &

IN-VITRO RELEASE

RATE IN WATER (ARCS):

ETONOGESTREL (DAY-1) <= 360 MCG/DAY/UNIT 197 197
200 200
202 200
201 199
185 200
202 201

ETONOGESTREL

(AVG DAY 2-21) 96 <= X <= 144

MCG/DAY/UNIT 117

RSD <= 6 % 1

ETONOGESTREL(DAY-21) >= 80 MCG/DAY/UNIT a7 97
99 99
100 99
100 a8
Q9 99
108 98

IN-VITRO RELEASE

RATE IN WATER (ARCS):

ETHINYLESTRADIOL

(DAY-1) <= 45 MCG/DAY/UNIT 23 23
24 25
25 24
24 24
23 24
24 24
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W ORGANON
CERTIFICATE OF QUALITY
OF MEDICINAL PRODUCT BATCH

Oss, 01-0CT-2024

N.V. Organon
Product name © NUVARING®, vaginal ring 11,7 mg/2,7 wg
Dosage : vaginal ring 11,7 mg/2,7 mg
Bulk batch number 1 10080036340
Lot number (packing nr.)  B112975
Quality Indicators MQC Requirements Analysis Results
SALMONELLAE ABSENT COMPLIES
ESCHERICHIA COLI ABSENT ] COMPLIES
PSEUDOMONAS AERUGINOSA ABSENT COMPLIES
STAPHYLOCOCCUS AUREUS ABSENT COMPLIES
CANDIDA ALBICANS ABSENT COMPLIES

Comments:
RSD = relative deviation standard

Country: UKRAINE

I hereby certify that the above information is authentic and accurate. This batch of
product has been manufactured, including packaging/labeling 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 Authorization of the
importing country. The batch processing, packaging and analysis records were reviewed and
found to be in compliance with GMP.

N.V. Organon
Kloosterstraat 6
5349AB 0ss

The Netherlands

PRSI

Tk
Name: /f AL ’5“) ey
Responsible Pharmacist/Qualified Person

. '2 o PR M |
Date of signature: Ul~ ool - e

Date of batch release: 25 '~f3v\('\ - QOQL{
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