Non-Clinical Trial Reports

1. Name of the medicinal product

available):

(number of registration certificate, if

Vibin Mini film coated tablets 3 mg-0.02 mg

1) type of the medicinal product, by

Non-clinical overview (module 2.4)

which registration was conducted or ||generic
planned
2) Trials conducted o yes ® 1o

Vibin mini is generic version of original product: Jasmine 3-0.02 mg Film-Coated Tablets Shering AG
tablets so no non-clinical studies have been conducted for this product.

has been prepared on the basis of published scientific literature.

|2. Pharmacology:

1) primary pharmacodynamics

I

2) secondary pharmacodynamics

|

3) safety pharmacology

|4) pharmacodynamic interactions

13. Pharmacokinetics:

1) analytical procedures and reports
on their validation

|2) absorption

|

13) distribution B
lﬂmetabolism ‘L ]
@ excretion IL }

clinical)

6) pharmacokinetic interactions (non-

|7) other pharmacokinetic studies

4. Toxicology:

[1) Single dose toxicity

2) Repeated dose toxicity

|

3) Genotoxicity:

in vitro

in vivo (including additional
assessment on toxicokinetics)

4) Carcinogenicity:

|

llong-term studies

| -

Iiliort—terrn studies or mid-term studies ” -




|additi0nal studies “ 5

5) Reproductive and developmental
toxicity:

effects on fertility and early
embryonic development

embryotoxicity |

|prenata1 and postnatal toxicity

studies in which medication is
administered to the offspring
(immature animals) and/or long-term
effects are assessed

16) local tolerance |

17) additional toxicity studies:

{antigenicity (antibody response)

Jimmunotoxicity “

lstudy of the mechanisms of action |

ldrug dependence ]

|L0xicity of metabolites

|toxicity of impurities

.!other ”

|5. Conclusions on non-clinical study—‘ 7
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3BiT Npo AOKJIHIYHI JOCiIKEHHST

1. HasBa nikapcbkoro 3acofy (3a BIBIH MIHI, TabaeTkn, BKPHTI ILIIBKOBOIO 060/1011K010
HasiBHOCTI - HOMEp peecTpaliiHoro
NIOCBiIYEHHS):

1) Tun nikapebkoro 3acofy, 3a AKHUM

npoBojAKIacs abo nianyeTbes reHEepHK
peecTpais
2) IpoBeneHi gocimKeHHs O Tak ®  Hi

Bibin MiHi € remepikom opuriHansHoro (pedepentHoro) mikapcekoro 3acoGy: Slemin, BHpOGHHU{I‘Ba-‘
Wlepiar A" TaGneTku, BKPUTI MIIBKOBOIO OGOJIOHKOI, TOMY JKOJHMX AOKIIHIYHHUX [AOCIHIIKEHB 100
LBOTO MPOAYKTY HE NPOBOAMIOCE. Oriiaa AOKNiHIYHKMX AaHuX (Monyib 2.4 «Oriaa NOKIiHIYHUX JaHuX»)
MiArOTOBJICHUH Ha OCHOBI 0my6I1iKOBaHOT HAYKOBOT TiTepaTypu.

1) nepsunHa apmakoauHaMika |[ -

|2) BTOpHHHA (hapMaKoaAuHaMiKa | -

13) bapmaxonoris Gesnexu | .
'4) thapmakoMHaMiuHi B3aeMo il |L -

2. ®apmaxooris: H = —I
‘|
|
|
|

3. dapmakokiseTuka:

1) aHaniTHUHI METOIMKH TA 3BITH
o0 1X Bamigauii

2) BCMOKTYBaHHs “ -

13) posnozin H -
]fl) MeTabonizM |L -
|S) BHBEJICHHS ” -

| OO | (O | oy

6) hapmakokiHeTHUHI B3acMOT
(noxninivni)

7) iHwi papMakoKiHeTHYHI
NoCTiKEHHS

i4. Tokcukonoris:

1) ToxcnunicTs y pasi
OJIHOPA30BOTO BBEJEHHS

2) ToKCcHYHICTb Y pa3i MOBTOPHUX
BBE/ICHb

3) 'eHOTOKCHUHICTE;

in vitro

in vivo (BKII0UaIO4YH J0/IaTKOBY
OLIHKY 3 TOKCHKOKIHETHKH )




4) KaHLeporeHHicTh:

JIOBrOCTPOKOBI JOCITiKEHHS

KOPOTKOCTPOKOBI AOCiPKEHH
abo JocnigKeHHs cepeaHbOT
TPUBAJIOCTI

lnonaTkoBi gociimkens

5) PenpoayKkTuBHA TOKCHMYHICTE Ta
TOKCHYHMH BIUIMB HA PO3BHTOK
TIOTOMCTBA:

BIUTMB Ha DePTHILHICTS | paHHii
eMOpioHaNbHUIT PO3BUTOK

eMOPIOTOKCHYHICTB

NpeHaTtaibHa i MoCTHATaIbHA
TOKCHYHICTB

JOCITiKEHHS], TP SKUX [penapat
YBOJUTBCS MOTOMCTBY

OLIHIOETHCA BifaneHa is

(HecTaTeBO3pi/IMM TBapUHaM) Ta/abo

16) miciera neperockmicTs

B

7) 10JATKOBI JOCIIKEHHSA
TOKCHUYHOCTI:

lanrrennicTs (YTBOpEHHs aHTHTIN) |L

liMyHoTOKCHUHICTS

L

NOCTIKEHHA MeXaHi3MiB ail

|

NiKapCchKa 3a1exHiCTh

|

[ToKCHuHiCT MeTaGoIiTiB

[ToxcuquCTs JOMIIIOK

|

iHIIEe

L

3asABHUK (BJIACHHUK
peecTpauiiHoro
MOCBIiT4YEHHS )

5. BUCHOBKH I[00 AOKJIIHIYHOTO 7 )
BUBUCHHSI M/Wﬂ//ﬂ” Lt
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Clinical Trial Report

1. Name of the medicinal product (number of
registration certificate, if available)

Vibin Mini film coated tablets 3 mg-0.02 mg

|2. Applicant

[Pharmaceutical Works «Polpharma» S. A., Poland }

|3. Manufacturer

||Lab0ratorios Leon Farma S.A., Spain ]

4. Trials conducted:

X yes C No If not, substantiate

1) type of the medicinal product, by which —
registration was conducted or planned g

5. Full name of the Clinical Trial, clinical trial 70018
code

|6. Clinical trial phase

"Phase I (Bioequivalence) |

7. Period of the clinical trial 12007-07-07 to0 2007-08-09 i
8. Countries where the clinical trial was
Canada
conducted
[9. Number of study participants T 34 childbearing potential females |

10. Goal and secondary objectives of the clinical
trial

The objective of this study was to compare the rate and
extent of absorption of Leon Farma Laboratories, Spain,
drospirenone-ethinyl estradiol and Schering S.A.S.,
France (Jasminelle), drospirenone-ethinyl estradiol,
administered as a 3 x 3 mg-0.02 mg tablets (for a total
dose of 9 mg-0.06 mg), under fasting conditions.

1'1. Design of the clinical trial

This was a single centre, bioequivalence, open-labei,
single-dose, randomised, 2-way crossover study,
performed under fasting conditions. Subjects were
confined to the Anapharm Clinical Research Facility
from at least 10 hours prior to drug administration, until
after the 24.0-hour post dose blood draw, in each period.
The treatment phases were separated by a washout period
of 28 days

12. Main inclusion criteria

Subjects had to be healthy, childbearing potential female,
non-smokers, aged > 18 and < 45 years; body mass
indices > 19.0 and < 30.0. All subjects had to be in
compliance with the inclusion and exclusion criteria
described in the protocol and were judged eligible for
enrolment in this study, based on medical and medication
histories, demographic data (including sex, age, race,
body weight [kg], height [cm], and BMI [kg/m2]), vital
signs __measurements,  12-lead ECG, physical




examination, gynecologic examination, a urine drug
screen, urine pregnancy test, and clinical laboratory tests
(hematology,  biochemistry,  urinalysis, = Human
Immunodeficiency Virus [HIV], hepatitis C [HCV]
antibodies, and hepatitis B surface antigen [HBSAg]). In
addition, a Papanicolaou smear test was performed for
subjects who did not have a Pap smear test performed at
Anapharm within 12 months prior to administration of]
the study medication.

13. The investigational medicinal product,
method of administration, strength

Single dose of 3 x 3 mg - 0.02 mg film-coated tablets per
subject in accordance with the randomisation scheme

14. Comparator, dose, method of administration,
strength

Drospirenone - ethinyl estradiol (Jasminelle)
Single dose of 3 x 3 mg - 0.02 mg film-coated tablets per
subject in accordance with the randomisation scheme

15. Concomitant therapy

NA |

16. Efficacy evaluation criteria

See page 34 from vol-1-0f-5-70018 of study enclosed in
m5

17. Safety evaluation criteria

On two occasions, subjects were administered a single
oral dose of study medication (test or reference), as a 3 x
3 mg-0.02 mg tablets. All subjects who completed the
study received two doses of the study medication (see
Section 10.1 for subjects who did not complete the
study).

18. Statistical methods

Pharmacokinetics:

* Parametric ANOVA on AUCO-t, AUCO-inf, Cmax,
T1/2 el and Kel; geometric confidence intervals for
AUCO-t, AUCO-inf and Cmax; and non-parametric test
(Wilcoxon) for Tmax;

* Covariates in the ANOVA model: sequence, subject
within sequence, period and treatment;

* Ln-transformed parameters: AUCO-t, AUCO-inf and
Cmax.

Criteria for Bioequivalence for Drosperinone and Ethinyl
Estradiol:

* 90% geometric confidence intervals of the ratio (A/B)
of least-squares means from the ANOVA of the In-
transformed AUCO-t and Cmax should be within 80% to
125%.

Safety:

Descriptive only for adverse events.

19. Demographic characteristic of study
population (gender, age, race, etc.)

Subjects enrolled in this study were members of the
community at large. Since drospirenone-ethiny! estradiol
is indicated for contraception in females of childbearing
potential, this subset of population was chosen for this




study. Subject screening procedures included informed
consent, inclusion/exclusion check, demography,
medical  history, medication history, physical
examination, height, weight, body mass index, a
concomitant medication check, vital signs measurements
(blood pressure, pulse rate, respiratory rate, and oral
temperature), a 12-lead electrocardiogram (ECG), a urine
drug screen, a urine pregnancy test, hematology,
biochemistry, urinalysis, and Human Immunodeficiency
Virus (HIV) and hepatitis B and C testing. In addition,
gynecologic examination and Papanicolaou smear test
(unless a documented Pap smear performed at Anapharm
within 12 months prior to administration of the study
medication was available) were performed at the time of]
screening. Demographic data are summarized in Section
14.1.3. All participating subjects were judged eligible for
the study when assessed against the inclusion and
exclusion criteria.

1) Female of childbearing potential, non-smoker, >18
and <45 years of age.

2) Capable of consent.

3) BMI >19.0 and <30.0.

20. Efficacy results

L

21. Safety results

The Qualified Investigator judged the reported deviations
unlikely to have affected subject safety.

No serious or significant adverse events were reported
during this study. A total of 42 adverse events were
recorded by 20 subjects during the study: 21 adverse
events reported by 39.4% of subjects following
administration of treatment A and 21 adverse events
reported by 42.4% of subjects following administration
of treatment B.

Upon conclusion of the clinical portion of the study, the
results from the subjects who completed poststudy
procedures, including laboratory tests confirmed the

absence of significant changes in the subjects' state of]
health.

22. Conclusion

Based on these results, it can be concluded that the test
drospirenone-ethinyl estradiol from Leon Farma
Laboratories (Treatment A) is bioequivalent to the
reference Jasminelle (Treatment B) following a 9 mg-
0.06 mg dose under fasting conditions. Both formulations
were well tolerated, with no major side effects and no
relevant differences in safety profiles were observed




between the preparations, particularly with respect to the
number and pattern of adverse events.
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3BiT npo KiiHiuHe BUIIPOOYBaAHHS

1. Hazpa nikapcekoro 3acofy (3a HasBHOCTI
- HOMED PeeCTPaliHHOTO MOCBIAYESHHS )

BIBIH MIHI, Tabnerku, BKpuTi miiBKOBOKO 000JIOHKOK

2. 3asBHUK @®apmareBTHYHA 3aBOJL, «ITomehapmar CA»
(Pharmaceutical Works Polpharma S.A.), Tlonsuia
3. Bupobuuk Laboratorios Leon Farma. S.A. Spain

JlaGoparopioc Jleou ®apma, C.A., Icnanis

4. HpOBeﬁéHi JOCHi KEHHS

B

]

X T1aK Hi AKINO HI, OOIPYHTYBaTH

]

1) Tun nikapcekoro 3acody, 3a SKHM
npoBomTacs abo MWIAHYETHCA PEECTPALList

T'enepuunnii mkapcekuii 3aci0

5. Iloena Ha3Ra KMHIYHOTO BUNPOOYBAHHS,
KOJOBaHUI HOMEP KJITHIYHOTO
BHNPOOYBaHHs

|

70018
PanjomizoBae  BIJAKpHTE  JBOCTOPOHHE  [EPEXPECHE
NOCHIUKeHHs 010eKBIBAJICHTHOCTI TAOJIETOK APOCHIPEHOH-
etuHitectpamiony Leon Farma 3 mr-0,02 mr i Jasminelle)
(eranon) micns npuitomy mo3u 9 mr-0,06 Mr 3p0poBuME
No0OpOBONBLAMH HATLIECEpHe.

6. ®aza KNHIYHOTO BUNPOOYBaHHs

Hocmipxenns GioksisanenTrocTi, Masa |

7. Ilepioa IPOBEICHHS KJIIHIYHOTO
BUIIPOOYBaHHA

3 2007-07-07 o 2007-08-09

8. Kpainu, ne npoBoamiocs KiiHiuHe
BHITPOOYyBaHHs

Kanana

9. KinpKicTh HOCTIDKYBAHHX

34 XIHKM ITITOPOAHOTO BIKY

10. Mera Ta BTrOpHHHI Il KJIIHIYHOTO
BHIIPOOYBaHHs

Meta nporo mocnimKeHHs 6YJI0 TIOPIBHATH MIBHAKICTH TA
cryminb  abcopbuii  apocnipeHoHy+eTHHIIECTpaniony,
(Leon

BupoOnunTBa «Jlaboparopuoc Jleon @apman
Farma Laboratories), Icnauin (nocmimikysanmii), Ta
JKAPCHKOTO 3aco0y Kacminensb (Jasminelle)
(mpocnipeHoH +eTHHINeCTpaxion), BupobHuiTBa «ILlepinr
CAC» (Schering S.A.S.), ®panis (pedepenthuii), 1O
3aCTOCOBYBAIMCA Yy BHrIAM TabneTok o 3 x 3 mr-0,02 mr.
(s saransHoi no3m 9 wmr-0,06 wmr), mpu upuiiomi
HaTIIECEPLE.

11. Jlnzaiin xiiHiYHOrO BUIPOOYBaHHS

[le Oyno BiAKPHTE, ONHOLIEHTPOBE, pPaHAOMI30OBaHE
[IEPEXPECHE 3 J[BOMA MOCIAOBHOCTAMH NOCTIGKCHHS 3




BHBYEHHA OIOKBIBANICHTHOCTI 32 OJHOPA30BOTO NPHHAOMY
3M0POBHMH JOOPOBOJIBIIME KOXKHOTO 3 JOCIIKYBAHHX
TIKapCchKHX 3ac00iB HaTIECEPILE.

3noposi no6posomsui niepebyBanu B lleHTpi KIiHIYHEX
nocmikens «Aradapm» (Anapharm) npunaiivui 3a 10
FOJMH [0 BBEICHHsA JIKapchkoro 3acoby Ta mo 3abopy
KPOBI uepe3 24 TOAMHHM NiC/s MPHHOMY I03H JIKAPCHKOTO
3ac00y B KOKHOMY mepiomi. Mixk pisaumu  dazamn
JIKYBaHHA 11ePi0J] BAMHBAHHA CTAHOBHUB 28 JHIB.

12. OcHOBHI KpuUTEPIi BKIIOYEHHS

CyG'ektn mocmimkeHHs - 340poBi  A06POBOMBLI, IKIHKH

AITOPOJHOrO BIKY, SIKi HIKOJIM HE HAJMIH, BikoM Bin 18 mo
45 pokis; ingexc Macu tina (IMT) > 19,0 ta < 30,0 kr/m>.
Yci 3moposi 00poBonbui  BIANOBIAANM  KpHTEpiAM

BIJIFOYCHHA/BUKITIOUEHHS,  3a3HAYEHMM Y  MPOTOKOJI |
AOCHI/DKEHHs Ta OynM BH3HAHI NPUIATHHMH JUIS YYacTi B |
[BOMY HOC/I/UKEHHI 33 JAHHMH KJIIHIYHHX 1a6opaTopHHUX |

TECTIiB, peTeNbHOI mepeBipkn icTopii XxBOpoO, icTopii
CYNYTHBOTO  JIIKyBaHHA Ta BCeOIYHOrO  MEIWUHOTO
obcTeKEHHS, nemMorpadiuHux XapaKTePUCTUKH
(BKIIOUAKOUM CTaTh, BIK, €THIYHE MOXO/KEHHSA, Macy Tina
[xr], spicr [eM] Ta IMT [kr/m%]), BUMIpIOBaHHS KHTTEBO

saxmBuX Qynkuiii, EKIC - 12 sigBeaens, QisukanbHuii |
OrJIsi/l, TIHEKOJIONYHUIl OTMsl, aHali3 cewi Ha HaABHICTDH |
HAPKOTWYHUX 3aco0iB, aHa3 CeYi HA BariTHICTh TA |

KJiHI9HI 1a6opaTopHi TecTH (remarosoris, GioxiMmis, aHami3
ceul, aHTHTIa 10 Bipycy iMyHOne(iuuTy momunu [BLI],

renataty C [HBV] ta nosepxnesoro antArexy renatury B |
[HBSAg]). Kpim Ttoro, ITAIl-rect (masok [lanamixonay) |

NPOBOMIM Cy0’€KTaM MOCIIDKEHHS, fKi HE NPOXOXHIH
IMAH-rect B Lentpi kniniuAmx mocnimpkens «Anadapmy
(Anapharm) mporsrom 12  wmicauis g0  mpwmiiomy
MOCTIIXKYBAHUX JIKapChKHX 3acobiB  (pedepenthmii Ta
JOCITIKYBaHHI ).

13. JlocimKyBanuii likapcskuii 3acif,
cnoci6 3acToCyBaHHsA, CHJIa i

Onnopasosa n03a 3 x 3 mr - 0,02 mr Tabnerku, BKpHTI
IUIBKOBOK) 00ONOHKOIO, 3Ti/THO 3i CXEMOIO paHOMi3allii,

14. Tlpenapar nopiBHsAHHSA, 1033, CNOCIH
3aCTOCYBAHHA, CHJIa Juii

Apocnipenon - eruninecrpanion (Macminens (Jasminelle))
Onnopazosa n03a 3 x 3 mr - 0,02 mMr tabnerku, BKpHTI
IUTIBKOBOKO 0DOIOHKO0, 3TIHO 31 CXEMOI PaHAOMIZaILi.




15. Cynyrus Tepanis H/3

JleMoHcTpatis 010eKBIBaIEHTHOCTI JOCTILKY BAHOTO

16. Kpurepii ouiHk#! e(ekTHBHOCTI ; ; .
JIKapehKoro 3aco0y 1 mpenapary nopiBHAHHS.

Y mBoxX BHnankax cy0’€KTH JOCHIZIKEHHS 3aCTOCOBYBAIH |
HaTIecepie OoaHy TaOmeTKy OJHOrQ 3 JOCIIKYBaHHX i
JiKapceKHX 3aco0iB, TectoBoro abo pedepentroro, mo 3 x |
3 mr-0,02 mr. Vei cy@'extn mocnimkenns, Akl 3aBepIIMIH
NOCII[DKEHHA, OTPAMAIIH JIBi O3H OHOTO 3 AOCTIKYBaHHX |
JKapchkHX 3acobiB, TectoBoro abo pedepentHoro (ams.
Posnin 10.1 qns cy6 exriB Z0CHDKEHHS, SKi HE 3aBEPILHIH
JIOCITIJDKEHHSA ).

17. Kpurepii ouinku 6e3nexu

DapMaKOKiHETHYHI TTApaMeTpH: |

* DBuswausarote Taki napamerpm  (apMaKOKiHETHKH
(anamiz ANOVA): mnomy min dapmMakoKiHETHYHOIO
KDUBOIO 3 MOMEHTY NpPHHAOMY JIKapChKOro 3acofy 5
A0 OCTaHHBOI TOYKM, MO BH3HAdaeThes (AUCO-1), ;
wiomy mja (apMakOKIHETHYHOIO KPHBOIO 3 MOMEHTY :
npuitomy NiKapCHKOTO 3aco0y |
no seckingennocti (AUCO-inf), MaKCHMANbHY |
konuenTpauio (Cmax), nepiox namiesusenenns (T':) |
T2  KOHCTaHTy TIBHAKOCTI emminauii (Kel);
reomeTpuyHi JoBipui inrepBamu (J[I) mis AUCO-t,
AUCO-inf ta Cmax; 1 HemapaMeTpH4HMH TecT
(BinkokcoHna) ana Tmax;

*  YMOBH, HI0 BUKODHCTOBYIOThCA B Mozesni ANOVA, ne |

' 3a3BHYAH  «MOCHIJOBHICT  NpHHOMY»,  «Cy0 €KT |

18. Cramuctimi meromm AOCHI/DKEHHA B NOCHIJOBHOCTI TpUHOMY», «mepiox i |
niKapchkHiA 3aci6 (JiKkyBaHHA)»;

* Ln-tpancdapmosani napamerpu: AUCO-t, AUCO-inf Ta
Cmax.

Kpurepii  GioexsiBanenTHoCTi  Apocnepinony  Ta
eTHHiJIecTpaxioy:

Jna oninkn GioekBiBaneHTHOCTI BHM3HAYAIOTH 90% JOBIpYIX |
iHTepBaiiB 1A chiBBigHomenHs (A/B)  cepeanix
reOMETPHYHHUX 3HAYCHb aHANI30BAHUX (PAPMAKOKIHETHYHHX
napameTpis : Ln-tpancdopmoBannx nokassukie Cmax ta |
AUCO+ nna  pocnmimpkyBaHoro  Ta pt;:(1)6:1;)(31{11101‘0j
nikapckux  3aco0iB.  Jlikapchki 3acobM  BBAaKAKOTHCA

OiOEKBIBATICHTHUMH, 33 YMOBH, [0 BEPXHS 1 HHXKHA MEXi |
3asHaueHMX JII sHaxo;aThes B MEXax  IHTEpBaly |

|
i
{
{
!
}
|
|
!




npuiAATHOCTI OioekBiBanenTrocti Bijg 80,00 no 125,00%.
besnexa:
Onwuc nuine 4na HebAKAHAX ABMIIL

19. Jlemorpadiuni mokasHHKH
JIOCHIKYBaHOI IOy Jisiii (CTaTh, BiK, paca,
TOHIO)

CyG'extn mocnijkeHHs, #Ki Opamud y4YacTb y LBOMY |
JOCHUKeHH], OynM 4IeHaMM CHIIBHOTH B HUIOMY. |
OckibKH  APOCTIPEHOH-ETUHIIECTPAMION MOKA3aHWH Uit
KOHTpaueniii y JKIHOK JITOPOAHOrO BIKY, Uit LBOro
AocnypkenHs Oyno o0paHo 0 MiArpyny OOMyJAii
cy6'extiB. Ilpoueaypu cKpuHIHTY CY0’€KTIB JOCIIHKEHHS |
BKJTIOYATH iH(opMOBaHy 3romay, HEPEBIPKY
BKIIOUEHHA/BHKMIOYCHHA, jAeMorpadiyi  AaHi, ICTOpI
XBOpOOM, ICTOPII0 CYNYTHBOTO JIKYBaHHS, (Di3MKAILHHI
ornAn, 3picT, Bary, IHAEKC MAacH Tila, TIEPEBIPKY |
3aCTOCYBAHHS CYNYTHIX JIKAPCHKHX 3ac00iB, BHMIPIOBAHHSA |
KUTTEBO BayUIuBuX (yHKUi# (aprepianbHUi THCK, 4acToOTa |
nyjasCy, 4YacToTa [MXaHHA Ta OpalbHa TEMIEparypa), |
enekrpokapmorpama (EKI) y 12 siasenennsx, anams ceui |
HA HAfABHICTh HAPKOTHYHHMX 3aco0iB, aHam3 cedi Ha
BariTHICTH, FeMaToNOris, OioXimis, aHa3 cevi, AHTHTLIIA [I0

Bipycy imynonedinurty moaunu [BUI], renatury C ta B).
KpiMm Toro, ma wdac ckpuHiury Oyno NpOBEIEHO
rinekonoriuae  obcrexenns Tta  [IAll-rectr  (masok
ITananikonay) (SKII0 MOKYMEHTANbHO HE MiATBEPIKEHO
npoeeaenHas [IAIl-recry (maszok Ilananikonay) B Llentpi
KIIHIYHHX Jocmi/pKkeHb « Anadapm» (Anapharm) nporsrom
12 micsmiB 10 npriloMy AOCHIKYBAHHX JiKAPCHKHX
3aco0ie (pedepenThuii Ta gocmimKkyBanuii)). lemorpadiuni
XapakTepuCTHKH migcymoBani B posmgun  14.1.3. Vei
Cy0'€KTH HOCHiIKeHHs OyiuM BH3HAHI TAKUMH, LIO
BI/ITIOBIAAIOTE KPHTEPIAM BKJIFOYCHHSA/BUKITIOUEHHS. :
1) XKinka AITOPOAHOTO BiKY, KA HIKOMM HE TATMNIA, BIKOM
Bix 18 mo 45 poxkis.

2) VceiomileHE NAMEHTOM pilIEHAd [IOAO METOJIB
JKYBAHHA.

3) IMT >19.0 ta <30,0 xr/m>,

20. Pesynwrati epeKTHBHOCTI

OGuncneni 90 % nosipui inTepsanu wia cnissimmmeﬂH;E
cepeaHix FEOMETPHYHUX 3HAYEHb OCHOBHux;
(papmakokiHeTHYHIX TiapameTpiB 3HAXOATHCA B
nepeadaYeHnX NPOTOKOIaM MEKax !

21. Pesynbratu Oe3nexu

Jlocninuuk - nikap niMIMOB BHCHOBKY, IO 3apeccTPOBAHi |




BIIXHJICHHA MaTOAMOBIPHO BILTMHYIIM Ha Ge3neky cy0 eKTa |

JIOCITLDKEHHS.
Ilporarom pmocmijpkerHs He 3adikcoBaHi cepiHo3Hi um

3nauHi noOivuni suma (I151). B xom mocmikenss Oyio |

mOBiAOMIEHO mTpo 42 mobiuni  peakuii, mo Oy |
sapeectpoBanl y 20 cy6’exris mocmmkenns: 21 nmoGiuxa
peakuis, mnpo Aky noBigomuwiE 394%  cy0 exriB

JOCHTI/DKEHHA MICNA 3aCTOCYyBaHHs JikyBamHs A, ta 21
noGiyHa peakuis, npo sky nosigommmu 42.4% cyG exriB
JOCIIKEHHS TIC/s 3aCTOCYBaHHA JiKyBaHHA B.

|
|

3a  pesyibTaTaMH = TOJANBIIONO  CIIOCTEPEXKEHHA /|
MIKAPCPKOTO ~ MOHITOPHHTY  CY0 €KTIB  JOCIIKCHHSA, |
BKJIIOYAIOYM  pe3ynpTaTH  JabopaToOpHHUX  JOCHIIKEHb, |

MiATBEP/PKEHO BIACYTHICTb ICTOTHHMX 3MiH Y CTaHl 3/0pOB’s
cy0’exTiB  JOCIIJUKEHHS miCHs 3aBepIICHHA KIiHIYHOI
YACTHHH OCIIIJUKSHHS.

22. BucHOBOK (3aK/IO4EHHA)

VY maHoMmy A0ChiDKeHHI JAoBeaeHa Gi0EKBIBAJIEHTHICTh MIX
HOCTIJKYBAHHM  JIKAPCBKHM  3aCO00M  JIOCII Ky BaHUi
JTKapChKHit 3acib APOCIiPEHOH-ETHHIIECTPA 0N,
BupobHunTea «Jlaboparopuoc Jleon ®apma» (Leon Farma

Laboratories) (mikyeBamms A), Ta pedepeHTHIM |
mkapcekoM  3aco6  (Jasminelle) (mpocnipeHoH |
+etuninectpanmion), Bupobnmursa  «[llepinr  CAC» |

(Schering S.A.S.) (ikyBanus B)

3aABHUK (BIACHUK

peecTpaitiiitHoro J%
MOCBIYEHHSA ) 3
N
\

Uy

JAUPEKTOP AENAPTAMEHTY 8
PEFVAATOPHHX THTAHb .
EYYPYTA |.M. -




