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710 Iopsnky nposenenns excrepTusu peecTpariiinmx

MartepialiB Ha JiKapceKi 3acobm,
10 II0JAFOTHCA Ha JIEPIKABHY PEECTPAIIiio

(IepepeecTpalliio), a TaKOX eKCIIepTH3H MarepialiB

3BiT PO TOKIIHIYHI OCITiHKEH S

1. Haspa nixapcekoro 3aco0y (3a HasBHOCT —

HOMEp PEECTPALIHHOTO OCBINYEHHS):

PO BHECCHHS 3MIH 10 peecTpallifHuX MaTepiasis
IPOTSAIOM JIii peecTpaniitHoro moceiueHHs
(myHKT 4 po3miny IV)

@ . -
JKoseryn, TabiaeTKu, BKPUTI ILUTIBKOBOIO
000JTOHKOIO

1) Tam nikapewkoro 3acofy, 3a SKUM IpOBOAMIACS l'enepuunnit mikapceskuit 3aci6

abo IIaHyeThCs peecTpartis

2) mpoBeleHi NOCTiIKeHHS

2. @apmakoioris:

1) mepBHHHA papmakogHHAMIKA
2) BTopHHHA (hapMaKoMHaMiKa
3) dbapmaxkororis Ge3nexkn

4) dbapmakoauHaMivyni B3aeMoii
3. dapmakokineTuka:

1) ananiTHYHI METOMMKHM Ta 3BITH OO IX
BaJIi Al

2) BCMOKTYBaHHs

3) po3noin

4) metaboizm

5) BUBeIEHHS

0) hapmaxkokineTHuHi B3aeMoIii (oKTini4H])

7) inmi hapMaKoKiHeTHIHI JOCITipKeH s

Takxk

Hi

SIKIIO Hi,
0BTpyHTYBATH
32i0n0 do n. 1.4
po3soiny Il naxaszy
MO3 gio
26.08.2005 Ne 426
(31 sminamu) y
Mo0yusx 4 ma 5
On51 2eHepuxie ne

Haoaromocsa
pesynbmamu
6IIACHUX
MOKCUKON02TUHUX
ma
papmaronoziunux
6uUNpooOYsas

HE HaJAECThCH
HE HAOaeThCa
He HAJaeThCd

HC Ha/Ja€eThCA

HE HaJa€ThCA

HE HATaeThCs
HEe HaIacThCs
HE HaJla€ThCs
HE HAJIa€ThC
HE HalaeThes

HC HaJgaeTbCs



4. ToxcHKOIIOris:
1) TOKCHYHICTE y pa3si 0J{HOPa30BOro BBEICHHS
2) TOKCHYHICT y pa3i MIOBTOPHHX BBEJICHE

3) reHOTOKCHYHICTD:
in vitro

in vivo (BKIIOYAIOYH JOAATKOBY OIIHKY
3 TOKCHKOKIHETHKH )

4) KaHIIePOTEeHHICTh:
JOBrOCTPOKOBI JIOCII[PKEHHS

KOPOTKOCTPOKOBI JAOC/II/DKEHHS ab0 MOCITiIKEH s
CepeHbOT TPHBAIOCT]

JIOJIATKOBL JOCIIIKEHHS

5) PeIPOAYKTHBHA TOKCHYHICT Ta TOKCHYHHIH
BIUIHB Ha PO3BHTOK IIOTOMCTBA;

BIUIMB Ha (EPTHIILHICTE 1 paHHiH eMOpioHaTbHMI
PO3BHTOK

eMOPIOTOKCHYHICTE
NPEHATAJIbHA | MOCTHATAIILHA TOKCHYHICTE

JOCIIIKEHHS, TIPH SKHX TIPENapaT YBOIUTHCS
NIOTOMCTBY (HECTATEBO3PIINM TBApHHAM) Ta/abo
OLIHIOEThCS BijganeHa s

6) MicLeRa IEPEHOCHMICTE

7) 10AaTKOBI JOCIIIKEHHS TOKCHUHOCT]:
AHTHT€HHICT (YTBOPEHHS aHTHTIN)
IMYHOTOKCHYHICTE

JOCIIDKCHHS MEXaHI3MIB il

NKapCchKa 3aJIe3KHICTD

TOKCHYHICTH METa0OIITIB

TOKCHYHICTE JOMIIIOK

inie

5. BUCHOBKH 11010 JJOKJIIHIYHOTO Busqéﬁﬂﬂ -

ot

3asBHUK (BJIACHHK

HC HaJaeTbCsa

HC HaJla€TbCA

HE€ HaJaeThbCs

HC HagaeTbCH

HE HaJaeThCAa

HC HaJa€eTnCs

HC HagaeThCs

HE HaTaeTbCAa
HC HaJacThCs

HE HaIdacThCsA

HE HaTaeTbCcAa

HEe HaJIacThes
HEe HaIaeThCs
HE HaJIacThes
HEe HAacThCs
He HaJIa€ThCs
HE HaJacThCs
HE HaJlacThes

HC Hada€eThCs

peecTpaniifHoro nocki T9eHHs) (mimrmac)

Konana BB |

(AL LB
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7o Ilopsiky mpoBejieH s ekcrepTi3u peecTpamiiHuX

MatepialiB Ha JiiKapchKi 3aco0H,

IHO HONAOTECS Ha IEPAKABHY peecTpallilo (IIepepeecTpariio),
a TAKOXK CKCHCPTH3H MaTepialliB PO BHECEHHS 3MiH

JI0 peecTpaniinux Matepianis
IPOTATOM JIii peecTpamiifiHoOro moceiueHHs
(MyHKT 4 po3iny IV)

3BiT npo KIiHIYHE BUMPOGYBaHHS

1. Haspa nikapcskoro 3aco6y
(33 HasIBHOCTi — HOMep peccTpaniiiHoro
IIOCBITUCHHS)

2. 3agIBHUK

3. Bupobuuk

4. IlpoBezieHi KoCIiKeHHS:

1) tin sikapceKkoro 3acody, 3a sKuM
npoBojiuIacs abo MIaHyeThesd peecTparis

5. IloBHa Ha3Ba KJIiHIYHOrO BHNIPOGYBaHHSI,
KO/IOBaHHH HOMEp KJIiHIYHOTO BUTIPOOYRaHHS

6. ®a3a KIiHIYHOro BUNIPOGYBaHHs

7. Ilepion mpoBeaeHHS KIIHI9HOIO
BHIIPOOYBaHHS

8. Kpaiuu, e npoBomuiocs Kiiniune
BHIIpOOYBaHHS

9. KinbkicTs mocniukyBanux

10. Mera Ta BTOpHHHI i1 KITiHIYHOTO
BHIIPOOYBaHHS

XKoseryn®, Tabnerkn, BKPHTI IJTIBKOBOIO
060J10HKOO

AT «KUIBCbKUI BITAMIHHUIA 3ABO/I»

Cyndea Pharma, S.L. (supo6uuymeo
Hepospacosanoi npooyKyii, nepeuHHa ma
BMOPUHNA YRAKOGKA, KOHMPO.IL cepil ma eunyck
cepii)/AT «KMIBChbKHIA BITAMIHHUIA
3ABOM» (konmpons cepii ma 6UNYCK cepii)

+ Tak o Hi SKIIO Hi,

00IpyHTYBaTH

['enepuunuii nikapcekuii 3aci6

Open label, two-pertods, cross-over, controlled,
block randomized, single dose bioequivalence
study of drospirenone 3.0mg/ ethinyl estradiol
0.02mg film-coated tablets (test formulation -
cyndea pharma, spain) vs.

equal dose of reference formulation in healthy
female volunteers.under fasting conditions

Jlocimkenns 6ioekriBameHTHOCTI

31.10.2011 - 10.001.2012 p.

The Moldavian Republic

He napaetses Binnosiano no 3akony Vkpaiuu «ITpo
Aoctyn ao my6sivHol iHdopmarii»

The aim of the study was to assessthe
bioequivalenceof the Drospirenone 3.0 mg/
Ethinyl Estradiol0.02mg, following a I x (3.0 mg
+ 0.02 mg) as single oral dose(one film
coatedtablet of TEST formulation) versus equal
dose of REFERENCE formulation,  all
administered to fasting healthy volunteers,of



11. Jlusaiin KITiHIYHOrO BHIIPOOYBaHHS

12. OcHOBHI KpUTepii BKIIOYCHHS

13. NocnimxyBauuii mikapchkuii 3aci6, crmoci6

3aCTOCYBAHHS, CHIa Jiil

14. IIpenapat nopiBHaHHS, 1034, CrOCIO

3aCTOCYBAHHS, CHJIA JTil

15. CynyrHst Tepamis

16. Kpurepii oninku edgextusnocti

17. Kpurepii oninku 6e3nexu

18. CraTucTrHuHl METOIH

19. lemorpadiuni mokasHUKH 10CIIKYBaHOT

nomyJisiii (cTaTh, BiK, paca, Touo)

20. Pesynbrat eeKTHBHOCTI

21. Pesyneraru Gesnexn

22. BHCHOBOK (3aKITFOYEHHS )

3asiBHUK
(BJIACHHK
peecrparltiifinoro
HOCBITYCHHS )

feminine gender.

The bioequivalenceassessment was basedon
plasmadrug levels of Drospirenoneand of Ethinyl
Estradiol.

He nazaethes Binmosinuo 1o 3akony Ykpainn
«IIpo mocryn no my6niunoi inpopmariiy

He namaetses Binmosinuo 10 3akomy Vipainu
«IIpo mocTyn no myGmiuHoi indopmariin

)Koaery,u@, TabIEeTKH, BKPHTI  IUTIBKOBOIO
000JIOHKOFO

Yasminelle® 3mg/0.02mg film coated tablets

BIJICYTHSI

He napaerses Binmosinuo no 3akony Ykpainu
«IIpo joctyn no my6uriusnoi indopmaniin

HE HaIaeThbCA

He nanaetses Binmoinuo no 3akony Ykpainu
«IIpo moctyn o myGnivnoi inpopmartiin

He napaerbcs Binmoginuo 1o 3akony Ykpainu
«IIpo noctyn no my6miumnoi inpopmariin

He HanmaeThes BiAmoBinHO J10 3akoHy Ykpainu
«ITpo mocryn no my6niunoi impopmariiy

HC HAJa€eThLCA

In conclusion, considering the similarity of the
pharmacokinetic ~ profiles of the two
Drospirenone + Ethinylestradiol formulations
used in the presentstudy and the comparative
statistic results obtained, it can be stated that the
TEST product, Drospirenone 3.0 mg / Ethinyl
Estradiol  0.02mg  film-coated tablets of
CYNDEA PHARMA S.L.-Spain, is
bioequivalent with the REFERENCE product,
Yasminelle  0.02mg/3 mg  comprimidos
recubiertos con pelicula manufactured by Bayer

 ScherinePharmaAG.

(migmuc) - &b
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