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(nocnepcrTBus ans OAMKa OCTaHOBKMW)

®okunH Anekcen AnekcaHgpoBuy,
Bpay cneunanucrt
N0 KNUHUYECKUM NCCIEeNO0BaAHUAM
CaHkT-leTepbypr




2. Ha pbIHO € HOBbIX
neKkapcTB.

3. BaxHo pgenatb Ha3Ha4YeHUsas OCHOBAaHHble Ha
Hay4HbIX OAHHbIX, @ HE Ha MapKETUHre

4. OT npaBuIibHbIX Ha3HA4Y€HUN 3aBUCUT 300POBbLE
HaLLMX NaLUeHTOB
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Mexanmam gercreua KOK

rHI'IOTanaMyc * bnokapga BbiaeneHusa
PUIN3NHI-TOPMOHOB
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KomOuHupoBaHHbIN
opanbHbIN
KOHTpauenTtus

ANYHUKK * nogaBneHne oBynAuUun
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MexaHun3mbl gencteusd 'K ognHakoB Ansa BCEX NpenapartoB WU He 3aBUCUT OT COCTaBa,
003bl, da3HOCTW.




Kak A0bl

1. BewectBa CUmbHO onekynamm

opraHMama, 1 OHU Nepe
Hanpumep: umanuabl, POC (3ap

2. A1Abl NOXOXM Ha 0ObIYHbIE MOMEKYFblI OpraHn3ma, Ho Sabl He paboTatoT, a
MPOCTO 3abMBatOT KMNETKY, «OpakoBaHHLIMMU» MOSEKYamMu.

Hanpumep: 60TYNOTOKCUH.




[Tpobnema noboYHbIX 3 OB rnotpeboBana
CHWXeHUAa 0o3bl (20-30 MKr), HO 3TO NpUBErNo K
yyalleHUo oByNnsAumMn n 0epeMeHHOCTSIM.
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NcTouHuk: Postfertilization Effects of Oral Contraceptives and Their Relationship
to Informed Consent. Archive of Family Medicine. 2000;9:126-133
Walter L. Larimore, MD; Joseph B. Stanford, MD, MSPH



EcTecTtBe yeT
POCT U NO

[lporecTnH — 3TO MO HbIN
«NpPOrecTepoH», NogaBnNArLLNN SHOOMETPUN

Ccblfika: Hum Reprod. 1993 Apr;8(4):543-6.

A case of permanent endometrial hypotrophy after
long-term use of oral contraceptives.

Bernardini L, Araujo FE, Balmaceda JP.




esiedyem
U3MEeHEeHUs %, 2aHoe,
obpa3yrowux amy cucmemy !

OrpaHunyeHune PyHKLUNN KOHEYHOCTEU COnpoBoOXAaeTcs
aTpodmen MbiwLl, TYronoaBUXHOCTbIO CYCTaBOB.

FonopaHue Bne4yet 3a coobou atpodhuyeckue N3aMeHeHus
xXenypaka.

'MnognMHamMusa ocnoXHAeTCSA HapyLUeHUs AeATesNIbHOCTHU
cepae4yHo-CocCyaAUCTON CUCTEMDI.



= PykoBoacTea no KoHTpauenumu,
npo@eccnoHanbHble XXypHans.l

«CanTtbl PubMed (MedLine)



KnunHnyeckoe

nccnegoBaHue
[lneHorecra
['onnaHauns
2009 roga.

1 dpaza.

Ha 100

3710POBbIX
NEBYLLKAX
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@E*‘ Bayer HealthCare

Clinical Trial Results Synopsis

Study Design Description
Study Sponsor: | Bayer Healthcare AG
Study Number: | 13180 NCT007 54871
Study Phase: | I

Official Study Tite:

A double-blind, randomized, dose-controlled study to evaluate
pharmacod ynamic properties of four oral doses of dienogest (DNG) in
100 healthy young female volunteers over a period of two cycles up to
a maximum of 72 days

Therapeutic Area:

Women’s Healthcare

Test Product

Name of
Test Product:

Dienogest (Visanne, BAY86-5258)

Name of
Active Ingredient:

Dienogest (DNG)

Dose and
Mode of Administration:

Four doses were tested: 0.5 mg, 1 mg, 2 mg and 3 mg, oral
ad ministration

Reference TherapyiPlacebo

Reference Therapy: | Not applicable.
Dose and | Not applicable
Mode of Administration:
Duration of Treatment: | two cycles up to a maximum of 72 days
Studied period: | Date of first subjects’ first visit: 23 SEP 2008
Date of last subjects’ last visit: 10 SEP 2009




OMNUCAHUE

ANEHOrecCta

ana ana Z1lz pg/mL respectively, CoOmplete reatment peroa), £ ana 5 mg UNG decreasea tne
Cmax values to 79 pg/mL respective 54 pg/mL (pre-treatment: 247 pg/mL). Mean average
estradiol values (Cav) were between 30 pg/mL (higher dose groups) and approximately 80
pg/mL (lower dose groups).

No decrease of the maximum follicle size was observed in the two lower dose groups when
comparing pre-treatment and treatment values. However, large interindividual differences
have to be taken into consideration as single subjects reached follicle sizes above 60 mm.
The mean maximum follicle sizes of the two higher dosage groups were distinctly decreased
in comparison to pre-treatment. All individual values of these two groups were < 30 mm,
75% were below 20 mm (2 mg group) respectively 14 mm (3 mg group) in all dose groups.

The endometrial thickness was reduced during the treatment period, reaching a mean value
of about 6 mm, compared with about 10 mm in the pre-treatment cycle, each on the biopsy

day. During treatment, endometrium remained small.

The endometrial biomarker panel (LNG Classifier) clearly shows a progestogenic effect at all
DNG dose levels (0.5, 1, 2 and 3 mg) which is indicative for a change in endometrial
receptivity as complement to ovulation inhibition. In contrast to central/ovarian function,
there is no clear dose dependency. In particular, women in dose groups 0.5 and 1 mg, who
still had ovulations, show full effects at the endometrial level.

Results Summary — Safety

No deaths were reported during the study. Two serious adverse events (SAEs) were reported:
ankle fracture and loss of consciousness (probably because she was drugged in a
discotheque) which both resulted in hospitalization. None of these findings was assessed as

ctiidv-driin ralated Five aiihierte withdrew nramatiiralv fram the chiidv haranica nf the

TonuwwuHa saHAOMETPUS YMEHbLUWIACb BO BPEMS NpUeMa rnpenapaTa, JOCTUTHYB 6
MM, NO CpaBHeHuto ¢ 10 MM 0 uccneaoBaHus. ..

AHannM3 a3HAOMETPpUasbHbIX 6MOMapKepPOB YETKO MOKa3bliBAET NPOrecToreHHoe
NeNCTBNE aneHorecTa Bo Bcex go3ax (0.5, 1, 2, 3 Mr). 3710 cBMAeTeNbLCTBYET 06
N3MEHEHNN BOCTTPUNMYMNBOCTU SHAOMETPUS B AOMOJIHEHME K MNOAABIEHUIO
OBYNSILUN.



Kak 3T0 onmMcaHo B MHCTPYKUUSIX K Npenapartam

MuHusucro I Ha anuTenun
9HOOMETPUS, _ OSITHOCTb
nMniaaHTayun” ' e

demofeH - CHMKEHME BOCTIPUNMYNBOCTU
9HOOMETPUA K bnactoumcre

JckKanern - NPendaTCcTBYET uMiaaHmauuu
0r1/1000M80PEHHOU SUUEKTIEMKU
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,[laloume Bpaqucho s
M3BEP)KEHUS 3a4aToro r/ioga BO
yTpobe cyTb YominLibl paBHbIE
MpUEM/TIOLNM
J1eTOyOUNUCTBEHHBIE OTpaBbl.

Ce1. Bacuimii Beauxkuii, I1 u VIII npasua.



[pyrue adpbdektbl [K
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CHU |
AHppC ABreHne

NNONPOTENHOE
TONEPaHTHOCTMU |

AHTUMUHEPANOKOPTUKOUAHLIU (OPOCMNEPUHOH)
—noTtepsd Na 1 Boabl

'Mnepkoarynauna — rnoBbILLEHWNE YACTOTh
TPOMOO30B, NHCYIETOB

BnuaHne Ha yrnesogHbIn 0OMeH
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He cmorna yyacteosats B O/ B Coun B 2014 n3-za T3



[IpnynHbl Npobnem paspaboTku u

NMpoABUXEHUA
1. e AMUMU
npou3|
2. [NpounsBc B 3-4 pasa
borbLue, Yew -

3. Mpon3BOAUTENN «3:
B NepByl0 o4yepeab ana n
npubbInw.

YTO NIeKapCTBa HY>XHbl
SUEHUSI, @ He ANS U3BMeYeHNs



95-98%
npounsBoA
lejoBaTenn NMeoT PMHAHCOBLIE CBA3N C

B Poccun He npoBt
nccnepgosaHusa K

npoBeaeHHbiX B EC nnu CLLUA

Ecnn nccnegoBaHne NpuBOaUT K OTpULATENbHOMY
pe3ynbTaTy Ux He NyOnuKyHT

[y6MKyloTCa TONBbKO «rnepepaboTaHHbIe» AaHHbIE B
oTyeTax 06 uccnenoBaHUN

B Hayke 3T0
Ha3bIBaeTCA—




[lonck HO IHKe
VlcnbiTaHUe
VlcnbiTaHWe Ha 340 poBosibuax (I d)
HabntogeHue nocne perncrpauum npenapara

MWHMManbHas CTOMMOCTb pa3paboTkm 1 npenapaTa
OT 3 MNpA. A0JI.
CpegHsasa ctouMocTb — 20 MnapA.




MepouunHckoe cooOLUECT

3apnnartbl coTpyaHukoB ®K B 2013 - —
16 mnpa. pyonen (ok. 70 Tbic yen.)



[1poBOAS
npenaparta

B 2 penapara, a
He BbldBIeHNE HOBbIX C NI NOBOYHbIX
aPPEKTOB

MHormne Bpayn AymatoT, YTO Y4aCTBYHOT B HACTOSILLIEM
Hay4YHOM MccregoBaHun

Ctartbu 0 pesynbsraTtax o qHO0Dbpa3sHbI:
«PaHbwe g nosib3oeasiacb 0bbIYHbIM
cmuparsibHbIM MOPOUWKOM. ...»

ICTOYHUK pHaAHCMpOBaHUA UccregoBaHUA He
nybnukyetcs (B Poccumn) — no financial disclosure




TMHEKONOT MK, AKYLWepPCTBa
1 NepUHaToformm

A -t

.......

«Bonpocbl r

[ NaBHbIV peaakT

ro AevcTBus:

HOBbI€ BO3MOXHO HON 6epeMeHHOCTH

«B 0630pe npedcmasreHbl co8peMeHHbIe acrekmsl 0bpamumou
KoHmpauenuuu. BHumaHue akueHmupyemcs Ha ripuMeHeHuu rnoo
KOXHO20 UMrifiaHmama, cooepxxauie20 8bICOKOCEIEKMUBHbIU
npozecmazeH — imrnnaHoH®. Yacmoma HexxernamerbHbIX S68r1eHuUl Ha
goHe npuema VImnnaHoHa He npesbiaem 6%. BoccmaHoerneHue
pepmuribHocmu Habrirnoaemcs medyeHue 3 HeO rocrie u3erie YeHusl
umrnnaHmama. VImrnnaHoH® Kyriupyem cumrimombsl OUCMEHOPEU, OH
MoxXem 6bimb rnoKasaH XXeHWuUHamM, KomopbIM 3CMPO2EHbI
rpomueoriokasaHbl Unu HexxenameribHebl. [loumeHeHue VmrinaHoHa He
rpomueoriokasaHo rpu 2pyoOHOM 8cKkapMriugaHuU».

JTO NMPOCTO peknama npenaparta - npounsBoauTeri ORGANON,
N.V, HngepnaHgbl,




Traditional KOL model:

Hierarchy based on seniority,
experience and publications

O6bI4YHO — 3TO NABHbIN cneynannct

pernoHa

e Ha apyrux
OM permoHe

AST U1K C HUM

COITIaCOBbIBaI-OT KaapoBYIO

MNONUTUKY

BrninsieT Ha ctaHOapTbl fieveHns,
o0y4yeHne CTyaeHTOB

BxoauT nnv Bo3rnasnseT
anccepTtaLnoHHbIE COBETHI

IHorga MOXEeT HanpsMyto KacaTbCs
3aKynok npenapatoB ansi [ Y3o0B




rNnpo
Ha KO

PYKOBOACTB, MOHOT
Onna4ynearoTcs BbICTYNSIEHUSA, KOHCYMbTaL MK

- OnnaymnBaeTcd y4vyactue
B MCC/eAoBaHUAX




Average Flat Fees for Speakers Across All
AN MSL verag or Sp er r
//ﬂ,/

WORLD Therape.utlc Areas and Th9ught Leader
Categories by Company Size

H Delivering a promotional speech 1 Delivering a scientific speech
€1,278

Mid-Size Large Device Other
N=45 N= 95, 215 N=4 N=110, 116

Company Type




[Mpw apara:
DE[IPCTOH MNIOINPOC

{HO BaXXHbI

ropMoH 6epeMHHOCTY
MCMONb3yeTcs ANS N3rHaHUS MEPTBOrO

pebeHKa U3 MaTKU XXEHLLUMHBbI.

[Tlpenapat MUAenpPUCTOH 3PAPEKTUBEH B 60—80%

cnyyaes. [1pn gobaBneHnn MrU3onpocToria YMUCIo
BblKMObILLIEN JOCTUrAET 95%.

CornacHo MHCTPYKUUU MUADENPUCTOH OOIMKEH
Ha3Ha4aTbCA 0 7 (aKyLuepckon) Heagenn bepeMeHHOCTH.

Mwn3onpocTon NnpuHumaeTcyd Yepes 3 OH4 Nnocne
MUPENPUCTOHA.
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JBOTEYEHNE

OTaaneHHble OCNOXXHEHUS
. HeBblHaLWWMBaHue

. MocTabopTHbIM CUHAPOM




1. W3-3a BbLICOK YKEHLLUMHbl 4acTo
NPUHUMAIOT peLleH O W nepeayMbiBaloT
MOCJIE npmuemMa 1-n Tabnetkn (MndenpmucToHa)

2. Bbicokas pacnpocTtpaHeHHocTb MA obycnasnmBaer
BbICOKYIO YaCTOTY TakUX «nepeayMmbiBaHUN»

3. [lepegymalune >KEHLIMHbI WULYT Crnocob COXpaHUTb
3a4aToro pebeHka

4, CywecTtByeT aHTMAOT MUMENPUCTOHA, KOTOPbIA MOXET
ocTaHoBUTb abopT B 30-50% cny4yaes

¢ MeAVKaMEeHTO3HbIW a6opT B AeHb o6paweHus B Cl16...

& stomatologspb.ru > Bpauu cneymanuctsl > NmHekonor > MegukameHTO3H
MegukameHTO3HbIN abopT (hapmabopT) MOXHO NPOBOAUTL TONBLKO B MEeyuUpex,
MegukameHTO3HbIN abopT B AeHb obpauenunn 8 Cankt-lletepOypre
MegukameHTO3HbIN abopT ABNAETCA CambiM 6e30nacHbIM abOpPTOM Ha TeKyL Uit
Msl ucnonb3yem cambie MHHOBALMOHHbIE MeTogbll YuTath ewe >

¥ MepukaMeHTO3HbIN a6opT (PapmabopT): aGOPT B AEHb...
pharm-help.ru > statiimed_abort_v_den/




Kak TAT

o,

- 400-500 nonckoBbIX 3anpocoB B Mecdl B AHaekce
- 13 000 npocMOTpPOB BUMAEOUHCTPYKLUNUM 3a 1.5 roaa
- HacTble obpallieHns Ha TenedoH A0BEPUS

- 3000 nocetuTtenen canuta peredumala.ru

v fl kax ocranouTL geitcTeue MudpenpucTona

v fl ewinuna muchenpucton 1 nepegymana uto genars

\/ ﬂ MOXHO /1 OCTAHOBUTbL ME4UKaMEHTO3HOE NpepbiBaHue 6epemMeHHOCTH

A2 S

\/ ﬂ MOXHO Nt COXPaHUTb 6epeMEHHOCTb nocne npuema MMCbeanCTOHa 3 TaGneTku
MeToauKa ocTaHOBKM MegUKaMeHTO3HOT ...
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Hy>XHO BBECTM BHYTPUMbILWEYHO [lporectepoH Wan MpUHATD
YTpoxecTaH Kak MOXHO ©6bicTpee nocne npuema
MnudenpuctoHa n 40 NMPUEMA MusonpoocTtona



quKa octaHoBkM MA He 3anpelyeHa?

HeT, MHOrMe XXeHLWMHbI, Y KOTOPbIX MOLUSN BbIAENEHUS, CMOIMN
OCTaHOBUTbL Medabopr.

- 9TO HOpMaAJibHO, HAAO pPacCKa3aTb

TaKUX criydaeB He
3aperncTpupoBaHo



3apascTBynTe! Cnacu6o 3a uHhopmMauuto. CoxpaHuna CBOMX ABOMHALLEK.
[NeBoukun-6nm3HAWKK!!! § cyactnmeBas Mama, cnasa bory u Baliemy
coob6ulecTtsy. [locne BbINUTON TA6NETKU CTPALLHO CTaso 3a pebeHKa,

NOHANA, YTO A ero OYEeHb CUJIbHO 6. Tak Kak 6bls10 yXKe N034HO, CO
Cne3amMu yCHyJa, HO YTPOM He MOrJia yCNOKOUTbCA M UcKana MHGopMaLuio,
MOXXHO N1 NpeoTBpaTUTb AecTBUe TabneTKu. Ha BalueM canTe Halna
nHdopMaLuio 0 nporectepoHe. Kynuna BeCb UMeLLMACA 3anac
nporectepoHa B Haluem ropoge. U lNomorno!!" MNuwy, 4yTo6bl Bbl 3HANMU, YTO
NPUHOCUTE OrPOMHYIO NOJb3y. He Xouy nucaTb B NabsimKe, YTo6bl MOU AETH
HUKOr [1a He Y3Ha/iM 0 MOMX YXXaCHbIX MbicnsX... KcTaTu, Korga cnacana
6epeMeHHOCTb, i He 3Hana, YTo Y MeHA 6NM3HALLKK.)))) Y3Hana Ha Y3U,

KOrja xoTtena y3HaTb, BbDKUMU AETKU UK HeT.... CTpallHO BCMNOMUHATbL BCe
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- PoK
. c@inbox.ru

= 0 MegabopTe —r .
« MeToauka ocTaHOBKU MA peredumala.ru
abortionpillreversal.org




