JAEPKABHA CIAYIKBA 3 JIKAPCBKUX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTHKAMH ¥ KUIBCHKIN OBJACTI

mpor. Ceitanugiol Haadd, 3, smKuis, 02099, ten/Qake: {044) 363-06-50
E-mail: dis.ko@idls.gov.ua, Kog €PIIOY 37078774

BHACHOBOK
PO SIKICTL BBE3CHOr0 B YKpainy JiKapcLKoro 3acody

08.10.2024 Ne 50365/24/10

HOBIHET

friniiselyBania 2IKApCsROTO 30c00Y ARG 3 peccTpAITiiiiny DoCBi e HEANM)
TadieTkn, BKpHTI oboaonxoeo, 0,15 mr/0,02 ar no 21 tabuerui s 6aicrepi; no 1 faicrepy B
KAPTOHHiH yIaKoBni

(thopata Bunyexy, JOZVBORHA, B HAKYBRLHA TEAPCLEOFO Jncaby}

Howep peeerpanisinoro nocsiaesus UA/7314/01/01 crpok aif peecrpauiiinoro noesinuenns 01.01.2099

Cepix stixapeskore socody Ne T41513C KinekicTs BBe3cHOrO AiKapcakore sacody 600
Bupofinus BAT "T'eeon PixTep”, Yropimita
(uafiycuyranua sopodnnkn AmpckEOro 3acoby, KPaiHo NOXOIMCHIIA)
Beeseno B Vrpainy Cniasle yRpaiHehLRO-CCTONCLKE MNPHEMCTBo Y (ropmi TopapueTna
3 pOpemelron Bignosigaasiictio "OnaTtima-Dapa, JdTI"Y, iaeur. koo
21642228

(maibmcuysanns T2 ko 38 EAPHOY wopiutaniol ocodu afo npiseiuie, iM%, no Satbron] distao]
ocodni - pianpresns, 1§ Micle npodisanHs T peecTpaiiiinni nosmep 00mKoBOT RAPTRI HAATHIKE
DOSATRIE 200 COPIM T HOMED ITACN0PTA)

TIpoTexos Bisyaawiore konrpoao sin.07.10.2024 Ne 2995/37.

3. pesyapTataMH  ZEPAKABHOTO KOHTPOAW  BCTAMOBACHO, WMo  Jikapeskidi  sacid  meeseno B Ypuiny 3

AJOTPHMAIIHAM srimor 3aK0H0IARCTR WOA0 3ads3neueHs AKocT] SHKIpesKIX 3acobin,
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Ilepexian Ha yKpaiHCbKY MOBY

(%)

T'eneon Puxrep

CEPTU®IKAT BIAIIOBITHOCTI

Haspa npomyKuii: HOBIHET
Jlikapceka dopma: TabIeTKH, BKPUTI 000IOHKOI0
Cwua nii: 150 mxr gesorectpeny/ 30 MKI eTHHiNIECTPaLiony

Po3Mip 1 THIT YITAKOBKH:

21 tabuerka y 6nictepi, 1 GricTep B KapTOHHIH YTIAKOBIIi

Homep cepil:

T41513C

JlaTa BUTOTOBIICHHA.: 012024

TepMiH MPHAATHOCTI: 01 2027

Kpaina-iMrioptep: Yxpaina

Homep peecTpauiifHoro MocBiaIeHHs: UA/7314/01/01

Bracunk peectpatiitnoro noceiggenns: | BAT «I'eneon PixTep»

AJllpeca: H-1103, Bynanewr, Byin. empei, 19-21, Yropmwmna
Poamip cepii: 15120 ym.

Homep cepii 6anky: T41513

BupoGuuya JiIbHULS: BAT «eneon PixTep»

Anpeca: H-1103, bymanewr, Byn. Jempei, 19-21, Yropumna
Homep nitensii Ha BUpOOHHMIITBO: HU-M-RICH

Homep ceprudixara GMP: OGYEI/20786-7/2022

JlinpHuIS TaKyBaHHS: BAT «egeon Pixtep»

Anpeca: H-1103, Bymanewr, By, Jempei, 19-21, Yropmuna

Homep nittensii Ha BUpOOHULTBO:

HU-M-RICH

Homep ceprudikara GMP:

OGYEI/20786-7/2022

JlnbHHLE 3 BUITYCKY:

BAT «Ieneon Pixtep»

Anpeca:

H-1103, Bynanemwr, Byn. dempei, 19-21, Yropmmna

Homep niriensii Ha BUPOGHHUIITBO!

HU-M-RICH

Howmep ceprudixara GMP:

OGYEI/20786-7/2022

lnm 3acBiguyIo, 110 HaBeAeHa BULIE iHpOopMaLlis CIIPaBKHA i Touna. I1a cepist mponykTy Oyna
RUIOTOBJIEHA, BKIFOUAIOUH YITAKOBKY/MapKyBaHH: Ta KOHTPOJIb AKOCTi, Ha 3a3HaueHiH(-ux) BuLIe
BUPOGHUHIH(-1X) JinsHIi(-kax) y TTOBHiH pinmosigHocTi go Bumor GMP Ceporeficeroro Coto3y Ta
criennixauii, cxBayeHux B kpaiHi-immoprepi. [Tporokonu BHPOGHHIITBA, YIIAKOBKH Ta aHanisis byim
MEpErTIAHYTi i BCTAHOBJIEH] BIMOBIAHO 10 cranaaprie GMP.

Komenrapi:

Heit Ceprudixar Bigmosignocri (CB) € BUNpaBieHot0
sepcicro CB Bin 26.03.2024.
Teit xopextuuii CB 3amikioe momepesniit.

Pe3ynbTaTH aHAT3iB:

Ceptudikar Axanisy (CA)

Bunymexo:

Im’st: I-p Tlerep Dnmow

JlaTa BHITYCKY Cepif:
26.03.2024

JlaTa BUIyCKY cepTHikaTa:
07.10.2024

Tlocana: YropHoBaKeHa ocoba

[leit mokymeHT Oyi10 3reHEPOBAHO B 3aKpUTIH BasliioBaHiil cucTeMi Ta 3aBipEHO ENEKTPORHHM HiAITcoM
srigao COITis Iereon Pixrep 1010 eIEKTPOHHOTO THIITUCY.

Crop. 1/4
BAT «I'edeon Pixmep»

Micuesnaxomxenns: H-1103 Budapest, Gyomrdi Gt 19-21., Yropuwmna * TowTose sinninenns: H-1475 Budapest 10., Pf27., Yropuuna
Tenedou: +36 1 4314000 + www.gedeonrichter.com
Ty6aikauii saysamens 1o cepTHiikaTam: certificate_complaint@richter.hu



Ilepexaan Ha yKpaiHChbKY MOBY

T'eneon Puxrep

CEPTUDIKAT AHAJI3Y
HasBa npopykuii: HOBIHET
Jlikapceka gopma: TabJIETKH, BKPUTI 000JIOHKOIO
Cuna gif: 150 mxr mesorectpeny/ 30 MKT eTHHITECTpagiony

Homep cepii:

T41513C

JlaTa BUTOTOBNEHHS: 01 2024
TepMiH TPUAATHOCTI: 01 2027
TECTH BHMOT'H PE3YJIbTAT
Omnuc: Brif0-KoBTi, KpyTili, ABOOIYKII TabICTKH BKPHTI 060IOHKOLO,

JiameTpoM 6ru3pKo 6 MM, 3 MapKyBaHHaM "P9" 3 ogHoro 6oky

tabaerky i "RG" — 3 igmoro. BIATIOBizac
InenTndixkanin: OcHOBHI [UIIMH HA XPOMaTOrpaMi BUIIPOOYBaHOIr0 pPO3UMHY 32
Eruninectpanion, Jlesorectpen | BenuduuHOw Rf, KONH0POM Ta PO3MipOM IIOBHHHI BiIIOBiAaTH

OCHOBHHMM IUIIMaM Ha XpOMATOrpaMi CTaHIapTHOIO PO3YHHY. BiATIOBiza€e
Etuninectpanion, Jlesorectpen | Yacu yTpuMaHHs OCHOBHHX IIKiB Ha XpoMaTorpami

BUINPOGYBAHOrO PO3UMHY NOBHHHI CITIBIAIaTH 3 YacaMu

YTPUMAaHHs OCHOBHHUX IIK{B Ha XpOMAaTOrpamMi CTaHAapTHOTO BifNIOBizac

pO3YHHY.
Inenrudikanin: Konceppantn | Yac yrpuManns 1iky all-rac-o-Tokodepony Ha XpomaTorpami BiATIOBiJa€E
all-rac-a-Toxothepon BUIIPOGYBAHOr0 PO3UMHY TIOBUHEH CIIBIAJATH 3 Y2COM
koHcepBaHT BEPX yTpuMaHHs Tika all-rac-o-Tokodepory Ha XpoMaTorpami

CTaHIapTHOrO PO3UHHY.
Bapeauk XiHonit sxosTHit E104 | Ha criekTpax NOrIHHAaHHS BUIIPOOYBaHOrO Ta CTaHIApPTHOro BiATOBIAE
(Y®-cnexrpodoTomMerpis) PO3UMHIB MAKCHMYMH TIOBHHHI OyTH 32 ONHUX [ THX CaMuX

IOBXHMHAX XBHIIb.
Cropouni nomimku (BEPX)
6-0KCO-eTHHINIeCTpaLion: He Gineire 1,0% <0,04%
9,11-guaerigpo-
eTHHITeCcTpamion: He 6utpie 1,0% <0,08%
3-KeTo-Ie30precTpen: He Ginbiue 1,0% 0,04%
3-a-rigponepokcu-gesorectpen: | He Oinemme 0,5% <0,05%
3-B-rigpomepokcu-gesorecrpen: | He oinpure 0,5% <0,05%
Byns-sixa HeinenTHdikoBana
JOMIILIKA: He 6inpie 0,5% <0,08%
Cyma HeigeHTnhiKoBaHuX
JOMILIOK: He 6inpue 1,0% <0,08%
3arajpHa CyMa JOMILIOK: ne Oineie 2,25% 0,04%

crop. 2/4

Micuesnaxomiennsa: H-1103 Budapest, Gyomréi ut 19-21.,, Yropumua -

BAT «Il'edeon Pixmepn

Tenedon: +36 1 431 4000 +  www.gedeonrichter.com
Tly6ikamii 3aysaxens Mo cepTidixaraM: certificate_complaint@richter.hu

Towose simninenuns: H-1475 Budapest 10., P£.27., Yropumna




Iepexian Ha YKpaiHCbKY MOBY

(%)

I'eneon Puxrep

CEPTUDIKAT AHAJII3Y
Ha3sa npogyxuii: HOBIHET
Jlixapceka gopma: TabJIETKH, BKPUTI 000TOHKOIO
Cuna nil: 150 mxr gesorectpeny/ 30 MKT eTHHIIECTpaLioNy

Howmep cepii:

T41513C

Jlata BHIrOTOBIEHHSA: 01 2024

TepMiH npUAaTHOCTI: 012027

TECTH BUMOT'A PE3VJIbTAT
MikpoGiosoriuna yucrora:

3aranbHa KiMbKICTh aepOoOHHX

Mmikpoopranismie (TAMC): ne Gumsure 1000 KYO/r <10 KYO/r
3aranpHa KinekicTs rpubis (TYMC): | ue 6inbe 100 KYO/r <10 KYO/r
Escherichia coli: sigcyTHicts Escherichia coli B Ir BiAIIOBigac

Bwmicr nitovol peyoBHHM:
Eruninecrpajion:

BEPX

Hesorectpen:

BEPX

19,0 — 21,0 mxr / Tabu.
95,0 —~ 105,0%

142,5 — 157,5 Mxr /1abm.
95,0 - 105,0%

19,66 Mxr /Tabmn.
98,3%

148,63 Mkr /Tadi.
99,1%

Bwmict konceppaurty
all-rac-a-roxodepon

68,0 — 88,0 Mkr /Tab.

77,20 Mkr / Tabn.

85,0 - 110,0% 96,5%

Po3unHeHHs:

Eruninectpagion: n=6 101%
He menme 80% (Q) Aito4oi peyoBHH eTHHIIECTPARIONy BIATIOBIZIA€
posumHseThes 3a 30 XB.

Hesorecrpen: n=6 101%
He menme 80% (Q) miro4oi pe4oBHH Je30TeCTpEny BifITIOBi A€
pozunHseThes 3a 30 XB.

crop. 3/4

Micuesnaxomxenns: H-1103 Budapest, Gyémréi ut 19-21,, Yropmmna -

BAT «I'edeon Pixmep»

Tenedou: +36 1 431 4000 +  www.gedeonrichter.com

Ty6aixauii saysakens o ceprndikatam: certificate_complaint@richter.hu

Towrrose Bininenus: H-1475 Budapest 10., P£.27., Yropwna




Ilepexiaa Ha yKpalHCLKY MOBY

I'eneon Puxrep

CEPTH®IKAT AHAJIZY
Ha3zBa nipopykuii: HOBIHET
Jlikapcebka ¢opma: TabJIETKH, BKPUTI 000JIOHKOIO
Cuna mii: 150 mxr gesorectpeny/ 30 MK eTHHUIECTPagiosny
Howmep cepil: T41513C
JlaTa BUrOTOBICHHS: 01 2024
TepMit NPUAATHOCTI: 01 2027
TECTH BHIMOTI'H PE3YJILTAT
OIHOPINHICTb 1030BaHUX ONMHMLEL- | IIpuiiHsTHe sHavenns (AV) <L1 (n = 10) abo : '
MeToy npsaMoro sushadenns (MIIB) | Ilpuitastae 3Havenns (AV) <L1 (n = 30),
Eruninectpagion: I B ILOMY BUIIAIKY ' 4,7
Mimimym > (1 -L2x 0,01) M,
MakcumMym < (1 +L2x 0,01) M
Hezorecrpen: neLl=150%;L2=250
[Mpuiinstae snadenns (AV) <Ll (n = 10) abo
[puitnastre sHauenns (AV) <L1 (n = 30),
i B UBOMY BUTIAJKY 4,3

Mirimym > (1 -L2x 0,01) M,
MakcumyMm < (1 +L2 x 0,01) M
neL1=15,0%;L2=25,0

SIkicTh NPOAYKTY BinuoBixae cnenudikanii:

5-00222-Q1-04-02

3aTBep/UKeHo:

Im’s1: J-p Herep Humom

ITocama: YnoBHOBaXKeHa ocoba

Jata Burnmycky
cepii: 26.03.2024
JaTa BuIrycKky
ceprudikara:
07.10.2024

Lleit HOKYMEHT GYJo 3reHepOBAHO B 3aKPHTIH BaliIOBaHil CHCTEMI Ta 3aBipEHO ENEKTPOHHMM IMiIMHCOM
srigHo COIIiB I'ereon PixTep 1040 €NEKTPOHHOTO MAMHCY.

crop. 4/4

BAT «I'edeou Pixmep»

Micuesnaxomxenms: H-1103 Budapest, Gyomrdi Gt 19-21., Yropuysa + TTowrose sinninesns: H-1475 Budapest 10., Pf.27., Yropuuma
Tenedon: +36 1 431 4000 +  www.gedconrichter.com :
Tly6nikauii 3aysakent mo cepTHhIKaTaM certificate_complaint@richter.hu



GEDEON RICHTER

CERTIFICATE OF COMPLIANCE

Name of the product: Novynette
Dosage form: film-coated tablet
Strength/potency: Desogestrel 150 microgram/Ethinylestradiol 30 microgram

Package size and type:

21 tablets in blister, 1 blister in a cardboard box

Batch number: T41513C

Manufacturing date: 012024

Expiry date: 012027

Importing country: Ukraine

Marketing authorization number: NeUA/7314/01/01

Name of the MAH: Gedeon Richter Plc.

Address: Gyomroi Ut 19-21, Budapest X, 1103, Hungary
Quantity released: 15,120 Box(es)

Bulk batch number: T41513

Manufacturing site: Gedeon Richter Plc.

Address: Gyomroi Ut 19-21, Budapest X, 1103, Hungary
Authorisation number: HU-M-RICH

Certificate of GMP compliance: OGYEI/20786-7/2022

Packaging site: Gedeon Richter Plc.

Address: Gyomroi Ut 19-21, Budapest X, 1103, Hungary
Authorisation number: HU-M-RICH

Certificate of GMP compliance:

OGYEI/20786-7/2022

Release site:

Gedeon Richter Plc.

Address:

Gyomroi Ut 19-21, Budapest X, 1103, Hungary

Authorisation number;

HU-M-RICH

Certificate of GMP compliance:

OGYE1/20786-7/2022

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 cGMP requirements of the European Union and with the specifications in the Marketing
Authorisation of the importing country. The batch processing, packaging and analysis records have been
reviewed and found to be in compliance with GMP.

Remarks:

This Certificate of Compliance (CoC) is the corrected version of the
CoC dated 26.03.2024.
The present, correctly issued CoC overwrites the former.

Results of analysis:

CoA

Released by:

Name: Dr. Péter Sipos

Date of release:
26.03.2024
Date of issue:
07.10.2024

Position: Qualiﬁed Person

This document has been generated in closed, validated system, and has been electronically signed according
to Gedeon Richter's electronic signature SOPs.

Page 1 of 4

Headquarters: H-1103 Budapest, Gydmidi dt 1

Chemical Works of Gedeon Richter Plc.

921, Hungary * Postal acldress: H-1473 Budapest 10., PL. 27, Hungary ¢ Phone: =36 1 431 4000

wwvgedeonrichtercom

Naotification of comments on this certificate can be sent to: cerliﬁcatc_compluim@richlcr.hu
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GEDEON RICHTER

CERTIFICATE OF ANALYSIS

Name of the product: Novynette
Dosage form: film-coated tablet
Strength/potency: Desogestrel 150 microgram/Ethinylestradiol 30 microgram
Batch number: T41513C
Manufacturing date: 012024
Expiry date: 012027
TESTS ACCEPTANCE CRITERIA RESULTS
Characters : s
Slightly yellow/light yellow, round conforms
shaped, convex film-coated tablets of
about 6 mm diameter,
with ”P9” sign on one side
and “RG” sign on the other side.
Identification ;
Ethinylestradiol, Desogestrel The Rf-values of the main spots of the test | identical
solution are identical with those of the
reference solutions, their colour and size
are identical in the chromatogram.
Ethinylestradiol, Desogestrel The retention times of the main peaks of | identical
the test solution are identical with those of
the reference solutions in the
chromatogram
Identification: Preservative ,
all-rac-a-tocopherol The retention time of the main peak of the | identical
preservative test solution is identical with that of the
HPLC reference solution in the chromatogram.
Quinoline Yellow E104 colorant The spectra of the test and reference identical
UV-VIS solutions show maxima at identical
wavelengths.
Related substances : ,
6-oxo-ethinylestradiol HPLC nmt. 1.0 % <0.04 %
9,11-didehydro-ethinylestradiol nmt. 1.0 % <0.08 %
HPLC
3-keto-desogestrel HPLC nmt. 1.0 % 0.04 %
3-a-hydroperoxi-desogestrel nmt. 0.5 % <0.05%
3-B-hydroperoxi-desogestrel HPLC | nmt. 0.5 % <0.05%
Any unknown degradation product | nmt. 0.5% <0.08 %
Total unknown degradation product | nmt. 1.0 % <0.08 %
HPLC
Total degradation products HPLC nmt. 2.25 % 0.04 %

Page 2 of 4

Headlquarters: H- 1103 Budapest, Gydmrdi it 19-21, Hungary ¢

Chemical Works of Gedeon Richter Plc,

wwvgedeonrichtercom

Postal address: H-1473 Budapest 10., PE. 27, Hungary * Plione: =36 1 431 4000

Natification of comments on this certificate can be sent to: certificate_complaint@richterhu
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GEDEON RICHTER

CERTIFICATE OF ANALYSIS

Name of the product: Novynette
Dosage form: film-coated tablet
Strength/potency: Desogestrel 150 microgram/Ethinylestradiol 30 microgram
Batch number: T41513C
Manufacturing date: 012024
Expiry date: 012027
TESTS ACCEPTANCE CRITERIA RESULTS
Microbiological purity i
Total aerobic microbial count nmt. 1000 cfu/g <10 cfu/g
(TAMC)
Total combined yeasts and moulds | nmt. 100 cfu/g. <10 cfu/g
count (TYMC)
Escherichia coli Absence of Escherichia coliinl g conforms
Active substance content
Ethinylestradiol 19.0 - 21.0 pg/fetbl 19.66 pg/fetbl
HPLC

95.0-105.0% 98.3 %
Desogestrel 142.5 - 157.5 pg/fetbl 148.63 pg/fetbl
HPLC

95.0-105.0%

99.1 %

Preservative content

all-rac-a-tocopherol

68.0 - 88.0 pg/fctbl

7720 pg/fetbl

85.0 - 110.0 % 96.5 %
Dissolution ; : ;
Ethinylestradiol n=6 101 %
Not less than 80% (Q) of ethinylestradiol | conforms
active substance dissolves within 30
minutes.
Desogestrel =6 101 %
Not less than 80% (Q) of desogestrel conforms
active substance dissolves within 30
minutes.
Page 3 of 4

Headquarters: H- 1103 Budapest, Gyémrdi Gt 1921, Hungary

Chemical Works of Gedeon Richter Ple.

wwvgedeonrichtercom

« Postal acldress: H-- 1475 Budapest 10., P, 27, Hungary * Phone: =361 131 1000

Notification of comuments on this certificare can be sent to: certificate_co mplaint@richterhu




GEDEON RICHTER

CERTIFICATE OF ANALYSIS

Acceptance value (AV) =<L1 (n = 30),
and in this case

minimum >= (1 = L2 x 0.01) M,
maximum =< (1 + L2 x 0.01) M,

where L1 =15.0%, L2 =25.0

Name of the product: Novynette
Dosage form: film-coated tablet
Strength/potency: Desogestrel 150 microgram/Ethinylestradiol 30 microgram
Batch number: T41513C
Manufacturing date: 012024
Expiry date: 012027
TESTS , 'ACCEPTANCE CRITERIA RESULTS
Uniformity of dosage units — : A :
content uniformity (CU) : e .
Ethinylestradiol Acceptance value (AV) =<L1 (n=10)or | 4.7
Acceptance value (AV) =<L1 (n=30)
and in this case
minimum >= (1 = L2 x 0.01)M
maximum =< (1 +L2 x 0.01)M
where L1 = 15.0%, L2 =25.0
Desogestrel Acceptance value (AV)=<Ll (n=10)or | 4.3

The quality of the product conforms to the specification:

5-00222-Q1-04-02

Approved by:

Name: Dr. Péter Sipos

Position: Qualified Person

Date of release:
26.03.2024
Date of issue:
07.10.2024

to Gedeon Richter's electronic signature SOPs.
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Headquarters: H-- 1103 Budapest, Gydmrdi at 19-21, Hungary

Chemical Works of Gedeon Richter Ple,

wwnwvgedeonrichtercon

This document has been generated in closed, validated system, and has been electronically signed according

« Postal ackdress: H- 1475 Budapest 10., Pf. 27, Hungary * Phone: =36 1 431 4000

Naotification of comments on this certificate can be sent to: certificate_complaint@richter.hu
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