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OPXOH ADMrKHH 

3ACM' ,llAprhIH )l3pr3.ll.3X 3PVYJI M3H)J;HiflI rA3PLIH 
,llAPrLIH TYIDAAJI 

r ")KVlp3Mcn3nT33C C3prVl~n3X 3M 
xysaapVlnaX ryxa~" 

MOHron yncblH 3aCar 3aXVlpraa, HYTar ,D,3SCr3pVl~H H3nt<, ryyHVl~ y,D,Vlp,D,narbIH Tyxa~ xyynVl~H 

33.5 ,D,axb 3aam, 3pyyn M3H,D,Vl~H Ca~,D,bIH 2020 OHbl Al317 TOOT rywaanblr ryc ryc YH,D,3Cn3H 

TYWAAX Hb: 

1. 3pyyn M3H,D,VlVlH flaM, in06an caHrVlVlH xaMTpaH a)f<VlnnaX r3p33HVl~ Xyp33H,D, 

)f<Vlp3MCn3m33c C3prVlVln3X 3M 60nox CaflHa npecc 104Mr-0,65Mn IMe,D,oKCVlnporVlcTpoH 104Mr/­

Vl~r 5yCVl~H OHOWVlnroo 3M4Vlnr33HVlVl T9SVl~H H3r l..prVl~H y~n4Vlnr33 60noH CYM 9PXVl~H 3pyyn 

M3H,D,Vl~H T9SYY,D,3,D, onrox xysaapVl~r onrox xysaapVlVlr H3r,D,yr33p xascpamaap, x3p3rmx apra 

3aaspblr Xoep,D,yraap xascpamaap ryc ryc 6aTancyra~ . 

2. )KVlp3Mcn3nT33c c3prVlVln3x 3MVlVlH 3apl..\yynanTa,D, XflHanT TaSb)f< a)f<VlnnaXblr 3MVlVlH 

60,D,nOrblH X3p3r)f<VlnT, 4aHap, alOynryVl 6aVl,D,an 30XVlCTOVI X3p3rn33 xapVlYl..\CaH M3pr3)f<Vlm3H 

/O .AHx6aflp/-T, xascpamblH ,D,aryy 3pyyn M3H,D,Vl~H 6aVlryynnaryy,D,a,D, onrox, 6apVlM~naxblr 

3pyyn M3H,D,Vl~H ra3pblH Hflpas 15.AmaH3arac/-T yyp3r 60nrocyra~ . 

3. )KVlp3Mcn3nT33c c3prVl~n3x 3MVlVlH 3apl..\yynanT, x3p3rn33H,D, XflHanT TasVlX , TaVinarHa)f< 

a)f<VlnnaXblr 3pyyn M3H,D,VlVlH 6aVlryynnaryy,D,blH ,D,apra, 3axVlpan HapT yyp3r 60nrocyraVi. 

4. TywaanblH x3p3nt<VlnT3H,D, XflHanT TaSb)f< a)f<VlnnaXblr XflHanT WVlH)f<Vlnr33 YH3nr33, ,D,OTOO,D, 

ay,D,VlT xapVlYl..\CaH M3pr3)f<VlnT3H 1i.3HX)f<apran/-,D, ,D,aanracyra~. 

,QAPibIH An5AH YYPiV1~i TYP 
OPJlOH IY~LPTi3iLJ ,Q.CYX33 
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0PXOH aVlMrL-1V1H 3PYYIl M3HAL-1V1H ra3pblH AaprblH
0'; '/1 ,I/~v2021 OHbl .. .. capblH .....eAPL-1L-1H '1" . Ayraap 

TYwaaIlblH H3rAyr33p xascpaIlT 

>K~P3MCn3nT33C C3pr~~n3X 3M~~H XYBAAPb 
ICAflHA nPECC 104Mr-O,65MnI 
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H:mK 
Xyn33H 

3pyyn M3HAII1111H X3M>KII1X Too HII1C:1T YH3 aBcaH 
6all1ryynnarblH H3P H3r>K WII1pX3r yH3 

ITerl XYHII1I11/Terl 
rapblH YC3r 

503T H3r Lprll1111H 
cpnaKoH 30 3,700 111,000y1l1Jll.JlI1m33 

)!(apranaHT C3MT cpnaKoH 30 3,700 111,000 

AHXHbl-Ol.J 83MT cpJlaKOH 30 3,700 111,000 

M3HAl.\3l.\3H 83MT cpnaKoH 30 3,700 111,000 

Yl.JpaJlT6a51p 83MT cpJlaKOH 30 3,700 111,000 

HII1111l.\3Jl 83MT cpJlaKOH 30 3,700 111,000 

YII1Jlc6aApax 83MT cpnaKoH 30 3,700 111,000 

MeHxlI1l11H r3r33 
cpnaKoH 30 3,700 111,00083MT 

3 HX>KII1X 
cpJlaKOH 30 3,700 111,000

MaHAaplllBaa 83MT 
MSHXCYHAP3Jl cpJlaKOH 30 3,700 111,000
83MT 

HII1I11T 300 1,111,000 

XYBaapb rapracaH: 35XYA53XXM3pr3>KII1JlT3H tl.A.,f;' O.AHX6a51p 

X51HacaH: XTYXM3pr3>KII1JlT3H ~ n.XII1Wr3; 



3pyyn M3HAliIi.1H ra3pblH AaprblH 
2021 OHbl .OJ. -p capblH .J..(Hbl eAPlili.1H 

..Jj~ AYraap TywaanblH xoePAYraap xaBcpam 

1. 3MHl1H 6VT33r,cpxYYHHl1 H3p 

SAYANA® PRESS 104 mg/0.65 ml TaplilJ1rblH xeBMen 

2. Hal1pnara 

104 Mr MeAPoKcliInporecTepoH aLleTaT (MPA) aryyncaH SAYANA PRESS H3r YAaarlilC1H caB, TaplilJ1rblH 
30plilynanTTaC1 0.65 Mn cycneH3T3i.1. 

Tycnax 60AliICYYA: 

MeTliIn naparlilAPoKcliI6eH30aT - 0.65 Mn TYTaMA 1.04 Mr 

nponlilJ1 naparlilAPoKcliI6eH30aT - 0.65 MJ1 TYTaMA 0.0975 Mr 

HaTplil yycMan - 0.65 Mn TYTaMA 2.47 Mr 

Tycnax 60AliICblH 6yp3H >KarCaamblr 6.1 x3crlilC1r Y3H3 yy 

3. 3MHC1H x3n63p 

TaplilJ1rblH xeBMen 

l...\araaH 6a LlaraaH eHrlilC1H H3r3H Tepnlili.1H xeBMen 

4. 3MH31l3yC1H WHHlK yaHapyy.CI 

4.1 3MYHllr33HHl1 3aanT 
SA YANA PRESS Hb 3M3rT3C14VYAliIC1r >KliIP3MCJ13X33C xaMraanaxaap YAaaH xyraLlaaraap X3p3rJ13A3r. 
ApbcaH AOOPX TaplilJ1ra 6yp Hb eHAreB4Heec eHAreH 3C 6onoBcpoxOOc ypbA4li1naH c3prlilC1n>K, AOP xafl>K 
13 Aonoo XOHor (+1- 1 Aonoo xOHor) >KliIp3MCn3x33c xaMraanax x3p3rC3J1 6onAor. 13C3H X3AliIi.1 4 yp>KliIn 
WlilM (eH,QreB4) 3pr3>K liIP3X xyraLlaa H3r >KliIn XYPT3J1 xoC1wnOrAO>K 6oJ13owryi.1r aHxaap4 Y33X X3P3rT3i.1 
(4.4 x3crlili.1r Y3H3 yy). 

SAYANA PRESS-liIC1r YAaaH xyraLlaaraap aWliIrJ1aAar 6yx HaCHbl 3M3rT3C14YYA3A flCHbl 3PA3C HflrTpan 
(BMD) anAarAax MaraAnariTai.1 Tyn (x3c3r 4.4-liIi.1r Y3H3 vy), >KliIP3MCHliIi.1 yeA YYC3X BMD 6yypamblr 
xapraJ13aH 3pcA3nl YP awrlili.1H YH3J1r33r xliIC1H3. 3CB3n xexyyn yeA aHxaap4 Y33X X3P3rT3i.1 . 

8cBep HacHblxaHA X3P3rJ13X (12-18 Hac) 

8CBep HaCHblxaHA SA YANA PRESS-liIi.1r X3P3rJ13X Hb 3eBxeH >KliIP3McHliIi.1 ypbA4li1naH C3prlilC1J13x 6ycaA 
aprblr TOXliIPOM>Kryi.1 6yfOy XyJ133H 3eBweepexryi.1 r3>K Y3A3r Tyn flCHbl 3n3rHliIi.1 4yxan ye waTaHA 
SAYANA PRESS-T3i.1 X0J1600T0C1 YAaaH xyraLlaaHbl TypWlilA M3A3rA3xryi.1 flCHbl ypramaac yYA3m3i.1 
6ai.1Aar. 

SA YANA PRESS Hb 18-aac AOOW HaCHbl 3M3rT3i.14VYA3A cYAaJ1raa xliIC1rA33ryC1 6onoB4 3H3 nonynflLllilA 
6yn4li1HA aryynarAax Aenpo-MeApoKcliInporecTepoH aLleTaT (DMPA-IM) 150Mr-liIi.1H M3A33J13n 6aC1Aar. 

4.2 3M X3p3r1l3X apra 
SA YANA PRESS -liIC1r 3pyyn M3HAliIi.1H M3pr3>KliIm3H (3MLJ) YAliIPAa>K 3CB3n waapAllaraTaC1 r3>K Y3B3n 
eB4TeH eepee Tapb>K, OpOH HYTrlili.1H 3MH3J13yi.1H YAliIPAaM>KliIC1H Aaryy waapAnaraTaC1 60n 3MH3J1rlili.1H 
XflHamaHA xaMpYYJ1>K 6onHo. 

SA YANA PRESS-liIi.1H 3axlilpraar 3pyyn M3HAliIi.1H M3pr3>KJ1li1C1H (HCP) XflHamaH AOP 3XI1YYJ13X eCToC1. 
TaplilJ1rblH TeXHliIK, 3M4li1J1r33HliIi.1 xYBaaplili.1H Tanaap 30XliIX cypramaHA xaMparAcaHbl Aapaa HCP Hb 
waapAnaraTai.1 r3>K Y3B3n waapAnaraTai.1 60n 3MH3J1rlili.1H XflHamaHA opBon eB4TeHVYA SAYANA 
PRESS-liIi.1r eepee Tapb>K 6onHo. 

SAYANA PRESS-liIi.1H H3r TYHrlili.1H caB Hb epeeHliIi.1 TeMnepaTypT 6ai.1x eCToi.1. X3P3rJ13XliIC1H eMHexeH 
XY4T3i.1 C3rC3p4, erceH TYH Hb >KliIrA TYAr3J13yyn3mlili.1r xaHrax eCToC1 . AryynaM>K cj:JOPCYHKliIi.1H ycaH 
caHrlilC1H AOTOP 6yp3H 6li1TYYM>KJ13rAC3H 6ai.1Ha . X3P3rJ13XliIi.1H eMH6 cj:JOPCYHKliIi.1r liIA3BX>Kyync3H 6aC1x 
ecTOi.1. VlA3BX>Kyyn3x yi.1n flBLl Hb AOTOOA 6li1TYYM>KJ13nlilC1r LlOOn>K, ycaH caHr waxax yeA 3M Hb 3yyr33p 
AaM>KliIH rap4 liIpA3r. WliIHr3H Hb ycaH caHr 6yp3H Avypr3>K 4aAaxryi.1. WliIHr3HliIi.1 A33ryyp >KliI>KliIr 
6eM6eJ1er araap 6li1i.1 . TYHr apbcaH AOOPX TaplilJ1ra (SC) x3n63p33p rYflHbl YPA 3CB3n X3BnlilC1 X3C3rT 
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x~Iii,l:\3r . Tap~nrblr x~liix ye/J, CPOPCYHK~lIir 3yyr /J,OOW xapyynaH aw~rnaHa . 3H3 Hb W~Hr3H~lIi 6YP3H TyHr 
3yyr33p /J,aM)KyymK er/J,er. 3M~lIir 5-7 ceKyH/J,blH TypW aa)KMaap Tap~Ha . 

3M~~r XOnb>K 6a~Ha 

• SAYANA PRESS H3r y/J,aar~lIiH caBblr epeeH~~ 
TeMneparypT 6alliraa 3C3x~lIir wamaapalli. 
• ct>0pcYHblr nopTblH xa)Kyy/J, 4aHra 6ap~x x3p3rralli . 
• Tap~mblr /J,op xa51)K 30 ceKyH/J,blH Typw XY4T3l1i c3rc3p4 
3M~lIir xon~HO. 

• 3M Hb l..IaraaH , )K~r/J, xapar,aaHa . X3P3B T~lIiM 6~w 60n 
CPOPcYHK~lIir xas:la/J, WV1H33p Hb aw~rna. 
• X3P3B W~Hr3H ra,aarw~n)K 6alliraa 3CB3n 6yca/J, 
acyy,anblr on)K xapBan CPOPcYHK~lIir xa51a,a W~H33p Hb 
aw~rnaapalli. 

• TapV1mblH eMHe caaTan rapcaH 60n xon~x ye WaTblr 
,aaBTax waap,anaraTalli . 

Tap~nrblr 3aAJlaX 

• ct>OpcyHK~lIir 600MTOOC 4aHra 6apb)K, 3YYH~lIi 6aM6a~r 

/J,33W 4~rnyyn)K 6alliraa 3c3x~lIir wamaapalli. YcaH caHr 
waxaxryiilH Tyn,a 60nrOOM)KToiil 6aiilraapaiil . 
• Heree rapaapaa 3YYH~iiI 6aM6aiilr 6apb. 

• 3yy 6aM6aiilr l..Iaaw 5lBaxryiil 6onron Hb 600MT pyy 
T'{nx3H ,aap. O/J,OO CPOPCYHK ~,a3BX)KC3H. 

• 3YYH~iIt xaanTblr TaTa)K aBaa/J, 3M~iilr x3p3rn3CH~iiI /J,apaa 
6Yl..laa)K TarnaH atoymyiil xaiilpl..larr x~iiI)K Xas:lHa. 

HacaH,a xyp3r4/J,3,a 

3XHUU mapunza: AwuznanmblH 3XHUU M8'mezm >KUp3MCn3X33C xaMzaanax 63nOM3nuuz 8zeXUUH myno 
capblH m3MozuUH M84neZUUH 3XHUU masaH XOHozm 104 Mz SC mapunza XUUH3. X3P3S mapunzblz 



30e33p 3aaepblH oazyy XUUC3H 60n >KUp3MCn3X33C XaMZaanaX H3M3nm apza X3M>K33 aea;.: 
waaponazaeyu 60nHO. 

H3M3nm myH: Xoep OaXb 60nOH oapaaZUUH mapunzblz 13 oonoo XOHOZUUH 3aumau XUUH3, x3p3e 
mapunza 3H3 xyza4aaHaac xouw oonooH XOHOZOOC x3mp3xzyu 60n >KUp3MCn3X33C xaMzaanax H3M3nm 
apza X3M>K33 (>KUW33n63n, caao 63pxw33n) waapoazoaxzyu. X3p3e eMHex mapunZblH 3aecap Hb flMap 
H3Z3H wanmzaaHaap 14 oonoo XOHOZOOC 033W (13 oonoo XOHOZ, 7 XOHOZ) 6auean >KUp3MCn3nmuuz 
oapaazuuH mapunza XUUX33C eMHe xacax x3p3zm3u. 

SA YANA PRESS-UUH yp Henee Hb x3pnn3xUUZ 3eeneceH mYHZUUH xyeaapuuz Oaza>K MepOexeec 
xaMaapHa. 

SAYANA PRESS Hb m30Huu xyebo xaMzuiJH oHoe4mou COHzonm MeH 3C3xUiJZ mooopxounoxblH myno 
3M3zm3iJ4yyouuz oop xaf1>K >Kun 6yp 3MH3fl3yiJH xyebo moxupyynaH ye ye YH3n>K 6aiJx x3p3zm3u. 

TepcHuu oapaa: X3p3e ee4meH xexyyn 3X 6uw 60n mapunzaxuiJcHuiJ oapaa 5 XOHOZUiJH oomop XUUH3 
(ee4meH >KUP3MC3H 6uw Z3C3H 6amanzaaz H3M3zoyyn3x). X3p3e mapunzblz eep 4azm xuiJx 
waaponazamaiJ 60n >KUp3MCn3nm33c xacax x3p3zm3u. 

X3P3B eB4TeH xexyymK 6aVlraa 6oI1 Tap\l1Ilrblr TepcH\I1V1 .Qapaax 3ypraaH .Q0I100 XOHorooc 6araryVl 
xyra4aaH.Q, HHpaVi xYYX.Q\I1V1H cj:JepMeHT\I1V1H C\I1CTeM \I1I1YY xeDKceH 6aVlx eCToVi (4.6-p x3cr\l1V1r Y3H3 yy) . 

51apamaVi nY3pnep\l1YM.Q SA YANA PRESS-\I1V1r TOM\I1I1COH 3M3rT3V14YV.Q Y.QaaH xyra4aaraap, \11 X 
X3M>K33H\I1V1 4YC all.Qa>K 6oI13owryVlr HOTOIl>K 6aVlHa . ~V1M y4paac 3M\I1V1r ny3pnep\l1yM.Q 60IlrOOM>KTOVI 
x3p3rmx X3P3rT3V1 . 6YT33r.Q3xYYH\I1V1r xypr3x 3CB3Il 4Y4aIlcHbi .Qapaa wYY.Q x3p3rIl3x TaIlaap 6o.Qo>K 
6aVlraa 3M3rT3V14YY.Q3.Q \I1X X3M>K33H\I1V1 3CB3Il Y.QaaH xyra4aaraap 4YC all.Qax 3PC.Q3Il H3M3r.Q3>K 
6oI13owryVlr aHxaapax X3P3rT3V1 . TepcH\I1V1 .Qapaaxb eB4TeH.Q 3X\I1V1H cyyr33p XOoIlIlo.QorryVl 3M3rT3V1.Q 
eH.QreB4 Hb 4 .Q3X .QOIlOO XOHOrT TOX\I10Il.QO>K 6oIloxblr 3M4 Hap caHYYIl>K 6aVlHa. 
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Translation results 

>Kup3Mcn3x33c xaMzaanax 6ycao apzyyoaac wun>KUx : >KCAX-UUH 6ycao apzyyoaac wUn>KUX033 
SA YANA PRESS-uuz xoep apzblH yiJn4n3x MexaHu3Mo YHo3cn3H >KUp3MCn3x33c xaMzaanax x3p3zcnuiJz 
macpanmzyiJ xaMpyyn>K 6aiJx ecmoiJ. SA YANA PRESS m30HuiJ cyyn4uiJH u038xm3iJ 3M33C xoiJw 7 
xOHozUiJH oomop). 

3fl3ZHUiJ yiJn a>KunnaZaaHbl anoazoan: 3n3zHuiJ ee4HuiJ SA YANA PRESS-uiJH cjJapMaKoKuHemuKm 
Y3YYfl3X Henee mooopxoiJzyiJ 6aiJHa. CAFlHA nPECC Hb 3nnuiJz ux X3M>K33Z33P 3aiJnyynoaz myn 
3fl3ZHUiJ oymazoanmaiJ ee4meHo Mema6onu3M MyymaiJ 6aiJ>K 6onHo (4.3 X3CZUiJZ Y3H3 yy) . 

5eepHuiJ yun a>KunnaZaaHbl anoazoan: 5eepHuu ee4Huu SA YANA PRESS-uuH cjJapMaKOKUHemUKm 
Y3yyn3x Henee mooopxouzyiJ 6aiJHa. 5eepHUU oymazoanmau 3M3zm3U4yyo30 mYHzUUH moxupyynaa 
xuux waaponazazyu, y4Up Hb SA YANA PRESS Hb 6apaz n 3fl3ZHUU Mema6onu3Moop apunoaz. 

XYMVYC\I1V1H 3MH3Il 3yVl 

SAYANA PRESS-\I1V1r menarche-33c eMHe 3aaraaryVl (4 .1 X3Cr\l1V1r Y3H3 yy). eCBep HaCHbl 3M3rT3V14YV.Q3.Q 
(12-18 Hac) erer.QIl\l1V1r MPA-\I1V1H 1M Y.Q\I1p.QIlara.Q aW\I1rI1ax 60IlOM>KTOVl (4.4 6a 5.1 x3cr\l1V1r y3H3 yy). 
BMO-\I1V1H all.Qar.QIlbIH TaIlaap caHaa 30BOXOOC ra.QHa SAYANA PRESS-\I1V1H alOYIlrYVl 6aVl.QaIl , yp HeIlee 
Hb menarche 60IlOH HacaH.Q XypC3H 3M3rT3V1H .Qapaa eCBep HaCHblxaH.Q a.Q\I1Il 6aVlx TeIleBT3V1 6aVlHa. 

4.3 3cp3r 3aaI1T 
• SA YANA PRESS Hb 6.1 X3C3rT >KarCaaCaH MPA 6yIOY TYYH\I1V1 6yca.Q TycIlax 6o.Q\I1cYY.Qa.Q X3T 
M3.Qp3rw\I1m3V1 eB4TeHYY.Q3.Q 3cp3r 3aaIlTTaVi 6aVl.Qar. 
• )K\I1p3MCI13m\l1V1r M3M3r 3CB3Il C3>K\I1rI13>K 6aVlraa TOX\I10Il.QOIl.Q SA YANA PRESS-\I1V1r 3cp3r 3aaI1TTaVl 
6aVl.Qar. 
• SAYAN A PRESS Hb xexH\I1V1 60IlOH 63Il3r 3PXTH\I1V1 3PXTHYY.Q\I1V1H XOPT xaB.QapTaVi 6ylOy C3>K\I1rT3V1 
3M3rT3V14YY.Q3.Q 3cp3r 3aaIlTTaVi 6aVl.Qar. 
• SAYANA PRESS Hb OHOWI10r.QooryVI YTP33H\I1V1 4YC all.Qam 6yx\I1V1 eB4TeHYY.Q3.Q 3cp3r 3aaI1TTaVi 
6aVl.Qar. 
• SAYANA PRESS Hb 3Il3rH\I1V1 XYH.Q X3Il63P\l1V1H 3Mr3rT3V1 eB4TeHYY.Q3.Q 3cp3r 3aaIlTTaVl6aVl.Qar. 
• SAYANA PRESS Hb 60.Q\I1Cb1H C0I1\11Il400Hbl HCHbl eB4T3V1 XYMYYCT 3cp3r 3aaI1TTaVi 6aVl.Qar. 
• SAYANA PRESS Hb TPOM603M6oIl\l1V1H \I1.Q3BX\I1T3V1 eB4T3V1 60IlOH TapX\I1Hbl cYAacHbl eB4I1eIl\l1V1H 
o.QoOr\l1V1H 60IlOH ypb.Q eM He TOX\I10Il.QO>K 6aVlcaH eB4TeHYY.Q3.Q 3cp3r 3aaI1TTaVi 6aVl.Qar. 

4.4 -rycralt1 aHxaapYYI1ra, ypbAl.H1I1aH C3pr\l11t1I13X apra 



50nrOOM>KIlOn: 

RCHbl 3P03CUUH HRampan anoaaoax: 

/Jenom MeOpOKCUnpOaeCmepOH a~emamblH apbCaH OOOpX (OMPA-SC) -uua X3p3an3CH33p CUUe3HaUUH 
3CmpOaeHUU myewuHa 6yypyyn>K, 3CmpOaeH OaaepblH oymaaonblH RCbla WUH3'1n3H 6onoecpyynax 
CUCmeMO M303a03xyu~ Henee Y3yyn03a myn BMO-UUH UX33X3H anoaaoanmau xon6oomou 6auoaa. 
AwUananmblH ypa3n>Kn3X xyaa~aa H3M3a03X mycaM RCHbl anoaaoan UX3C03a; 13C3H X30UU 'I OMPA-SC­
uua 30aCOO>K, eHOaee'lHUU 3CmpOaeHUU yunoe3pn3n H3M3aOC3HUU oapaa BMO H3M3a03X 60nHO. 

5>KjJ-UUH 3H3Xyy anoaaoan Hb eceep HaC, HacaHO xyp3a'lOUUH yeo RCHbl yp>Kun WUMm 'Iyxan ye 
6onoxoo UX33X3H aHxaapan xaHoyynoaa. OMPA-SC-uua 3anyy 3M3am3U'IYY030 X3p3an3e3n RCHbl 0330 
MaCCbla 6yypyyn>K, oapaa oapaaaUUH HacaHoaa RCHbl xyaapan yYC3X 3pconuua H3M3aoyyn03a 3C3X Hb 
mooopxouayu 6aUHa. 

8ceep HaCHbl 3M3am3U'IYY030 OMPA-IM (Oepo-Provera) -blH BMO-UUH yp Heneea YH3n3X cyoanaaaaaap 
mYYHUU X3p3an33 Hb BMO-UUH CYYPb myewuHa33C cmamucmUKaap 6yypcaHmau xon6oomou 60nOXbla 
xapyyncaH. 8ceep HaCHblxaHO OMPA-IM-uua 30aCOOCHbi oapaa BMO-UUH oYHOa>K ymabla HYPYYHbl 
HYPYYHO 1.2 >Kun, aYRHbl Huum X3C3am 4.6 >Kun, aYRHbl xy3YYHO 4.6 >Kun waapoaaoaHa (5.1 x3cauua Y3H3 
yy). 13C3H X30UU 'I 3apuM opon~oa'luo 5M/J-uua oaaa>K Mepoex Re~ao Cyypb myewuHo 6yp3H 3pa3>K 
up33ayu 6eaeeo ypm xyaa~aaHbl yp OYH Hb 3H3 6ymam mooopxouayu 6auHa. 8ceep HacHblxaHo 
SA YANA PRESS awuana>K 6onHo, a3x033 >KUp3MCmx33c xaMaaanax 6ycao apayyobla ee'lmeHyyom3u 
Rpun~caHbl oapaa mOXUpOM>Kayu, xyn33H 3eeweepexayu a3>K Y3C3HUU oapaa n x3p3an3H3. 

)/(up3Mcn3nm33c xaMaaanax x3p3ac3n, HacaHo xYP3a'louuH 30HxunOH x3p3an303a 3M3am3u'Iyy030 
XUUC3H mOMOOXOH a>KUananmblH cyoanaaaaaap OMPA- 1M x3p3an3x Hb RCHbl xyaapnblH 3pc03nuua 
H3M3aoyym3ayu 6onoxbla xapyyn>K 6auHa. Yyxan 3yun 60n 3H3XYY cyoanaaaaaap OMPA-uUH x3p3an33 
Hb XO>KYY yeuuH xyaapnblH myewuHo Heneenoea 3c3xuua moamOO>K 'Iaoaaayu 6onHo (5.1 x3cauua Y3H3 
yy - HexeH YP>KUXYUH HaCHbl 3M3am3u'IyyoUUH OMPA-IM-uua x3p3an3xm3u xon6oomou xyaapnblH 
moxuononblH xaMaapan). 

5yx HaCHbl 3M3am3u'Iyy030 2-ooc 033W >Kun ypa3n>Knyyn3H x3pnn3x xyc3nm3u xyMyycm 3M'IUna33Huu 
3pc03n 6a yp awauuH manaap oaxuH HRam HRM6au YH3na33 xuux x3p3am3u. RnaHaYRa aMbopanblH X3e 
MaRa 60nOH /3ce3n ocmeonop03blH 3pyyn M3HOUUH 3pC03nm XY'lUH 3yunm3u 3M3am3u'Iyy030 SA YANA 
PRESS-uua x3p3an3x33c eMHe >KUp3MCn3x33c xaMaaanax 6ycao apabla aHXaap'l Y33X x3p3am3U. 

OCTeonopo3blH 3pcA3nT Xy4~H 3yI;.nYYA3A Aapaaxb 3yI;.nc OpHO. 

• COrTyypyynax YHAaa x3Tpyyn3H x3p3rn3x, / 3CB3n TaMX~ x3p3rn3x 

• TlCHbl MaCCblr 6yypyymK 4aAax 3M~l;.r apxar x3p3rn33, >K~W33n63n, TaTanTblH 3cp3r 3M, 
KOpT~KOCTepO~AYYA 

• 6~e~I;.H >K~Hr~I;.H ~HAeKC 6araTal;. 3CB3n xoonHbl Aypw~nryl;. 6onox, >K~W33n63n. xoonHbl Aypw~nryl;. 
6onox. 6yn~M~ r3x M3T 

• 8MHex 6ara r3Mm~I;.H xyrapan 

• OCTeonop03blH r3p 6yn~I;.H TyyX 

HacaHA xyp3r4~A 60nOH eCBep HaCHbl 3M3rT31;.4YYA3A BMD-~I;.H eep4nenT~I;.H Tanaap H3M3nT 
M3A33nn~l;.r 5.1-33C Y3H3 yy. KanbL1~. A aM~HA3M~l;.r xoonHbl A3rn3M33C 3CB3n H3M3nT T3>K33n33C 
xaHrannal;. X3M>K33r33p aeax Hb 6yx HaCHbl 3M3rT31;.4YYA~I;.H flCHbl 3pyyn M3HA3A 4yxan a4 
xon6orAonTOI;. 10M. 

CapblH m3MoaUUH 3ep'lUn: 

ApbcaH OOopx OMPA mapunaa X3p3an303a UX3HX 3M32m3U'IYYO capblH m3M02UUH ~yc anoanmblH 
x3n63p eep'lneaOCeH 6aUOa2. 8e'lmeHO capblH m3M02UUH Me'lne2 anoa20ax, eH02ee'lHUU 3P23>K UP3X30 
caaman aapax manaap 3eene2ee e2ex X3p32m3U. 3M32m3U'IYYO OMPA-uUH apbcaH OOopx mapun2bla 
ypa3n>Kflyyn3H X3p3an3CH33C XOUW m02mMon 6yc ~yc anoanm 6a2ac'I, aMeHopeR unyy mypwnaaamau 
60n>K33. /Jepee 03X myH2 aeCHbl oapaa 3M32m3u'IyyoUUH 39% Hb capblH 6-Hbl eoep aMeHopeR ee'lHeep 
ee'lUnCeH 6auHa. ApeaHxoepoY2aap capo 3M32m3u'IyyouUH 56.5% Hb aMeHoppeu ee'lm3U 60n>K33. 
)/(up3Mcn3x33c xaM2aanax aypeaH mypwunmaac capblH m3MoauuH X3e MaR2uuH eep'lnenmUU2 3ypaa 
1, 2-0 y3yyn3e. 3ypa2 1-m 12 capblH cyoan2aaHbl Re~ao aMeHopeu 6oncoH 3M32m3u'IyyouUH 33n3X xyeb 
H3M320C3H 6au2aaa xapyynae. 3ypa2 2-m U>Kun xY2a~aaHo 3eexeH mon60, 3eexeH ~yc anoanm, ~.vc 
anoanm, mon60 un3pc3H 3M3am3u'IyyouUH 33n3X xyeuu2 xapyynae. AMeHopeu2aac 2aoHa ~yc 
anoanmblH eep'lnenm Hb capblH m3M02uuH XOOPOHOOX ~yc anoanm, MeHoppa2u, Memoppaau 33P32 



OpHO. X3P38 DMPA apbCaH OOOpX mapunzamaiJ xon6oomoiJ X38UiJH 6yc ~yc anoanm YPZ3n>KUn>K 3C83n 
XYHO x3n63p33p 6au8an 30XUX cyoanzaa, 3MI./UnZ33 xuiJnz3x waapOna2amaU. 

3ypar 1. DMPA apbcaH ,qoopx TapHIlrblH XySb - >KHP3MCIl3X33C xaMraaIlax 30 xOHorHI7tH capblH 
cy,qamaaraap aMeHopel7t 6S'lT317t 3M 3rT317t'lyy,qHI7t r 3M'lHIlH3 (ITT Population, N = 2053) 
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3ypar 2. DMPA apbcaH ,qoopx TapHIlrblH XySb - >KHP3MCIl3X33C xaMraaIlax 30 xOHorHI7tH capblH 
cy,qaIlraaraap lIYc all,qaIlT 6a I 3CS3Il TOIl60 6YXHI7t 3M'lHm33 xHI7tm3c3H 3M3rT317t'lYY,q (ITT 
Population, N = 2053) 
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Xopm xa80pblH 3pC03n: 

OMPA-IM 150 MZ X3pnnnl./OUUH ypm xyza~aaHbl moxuononblH xflHanmaap maHoanm XUiJCH33P 
SHOZS81./, 3n3Z, YMauH XY3YYHuiJ xopm xa80pblH 3pconuiJ2 H3M3zoyyn33zyiJ 6szsso x3pnn321./0uiJH 
nonynfl~u oaxb 3HooMempuuH xopm xa80pblH 3pconuiJz 6yypyynaxao yoaaH xyza4aazaap, 
xaMzaananmblH Hsnss Y3yyn38. 

>Kup3Mcn3nm33C xaMzaanax oaa8pblH 63noM3n x3p3zn303z 3C3X33C yn xaMaapaH 40-ssc OOOW HaCHbl 
3M32m3uI./yyouiJH OYHO XSXHUiJ xopm xa80ap X080P moxuonoooz. 

3apuM 3nuoeMuonozuiJH cyoanzaaHbl yp 0YHZ33C Y33X30 oOOOZUiJH 6onoH cyynuiJH yeuiJH x3p3Zn3Zl./030 
3H3 S81./HSSP S81./nsX 3pco3n Hb X3333 1./ x3p3zn3zoo3zzyiJm3iJ xapb4yynaxao 6aza 33p3Z 3spyym3iJ 
6au2aaz xapyyn>K 6auHa. OOOOZUiJH 6onoH cyynuuH yeuiJH DMPA x3p3Zn3Zl./0uiJH unyyo3n 3pco3n Hb 



xeXHUU xopm Xa80pblH epeHXUU 3pC03n, RnaH2yfla 3anyy 3M32m3U'IYY030 (OOOpOOC y3H3 yyJ 
Xapb~aH2YU 6a2a 6e2eeo XaM2UUH cyyno X3p32n3CH33C xouw 10 >KUnUUH oapaa un3pxuu 6uw 6auHa. 
Awu2nax xY2a~aa Hb muuM 'I 'Iyxan 6uw KJM WU2 caHa2ooa2. 

Tapl11lrblH nporeCTOreHI1~r 30rCOOCHOOC XO~W 1 0 )f(11J1I1~H ,Qapaa OHOWJ10r,QCOH XeXHI1~ XOpT 

xas,QpblH H3M3J1T TOXI10J1,Q0J1 * 

DMPA-IIl~H cyyn411l~H 

Hac 
x3p3rn33HIIl~ X3333 4 X3p3rn3rM3rryVi 10000 

3M3rT3~A HorAOX TOXlIlonAon 6aVixryVi 
10,000 DMPA X3p3rn3r4I1A 
HorAOX H3M3nT ToxlilonMYYA 

20 1-33C 6ara 1-33C IIlX 

30 44 2-3 

40 160 10 
-• 5 )f{lIlnllllllH xyraL1aaHA aWlIlrnaxaA YHA3cn3c3H 6onHO. " 

TPOM603M6onuuH 3M232 

MPA Hb mpoM6omuK 6yKJy mpoM603M6onuuH 3M232UU2 eoeexm3u wanm2aaHmau xon6oo2Yu 6aucaH 4 

UUM yun R80an 6on>K 6yu e8'1meH 6yp, >K. SA YANA PRESS-mau 3M'IUflG33 XUUflG3>K 6aux yeo yYWU2Hbl 
apmepuuH cyoacHbl 3M232, mapxuHbl cyoacHbl e8'1UH 3C83n mopno2 6YPX38'1UUH mpoM603 3C83n 
8eHuuH cyoacHbl 2YHUU mpoM603 33P32 3MYYOUU2 oaxuH 30xu~yyn>K 6onox2Yu. TPOM603M6onuuH 
3M232UUH eMHex myyxm3u 3M32m3u'IyyouU2 3MH3fl3YUH mypwunmaHo xaMpyynaa2Yu 6e2eeo 3H3 
nonynR~uo SAYANA PRESS aWU2nax aKJyn2Yu 6auonbl2 xaH2ax M3033n3n 6aux2Yu 6auHa. 

AHacpunaKc 6a aHacpunaKmouoblH ypean 

X3p3e aHacpunaKcuuH yp8an un3pe3n 30XUX 3M'IUn2332 xuun23x waapona2amau. AHacpunaKcuuH 
Ho~mou yp8an Hb 3MH3n2uuH Rapanmau 3M'Iun233 waapooa2 

HYOHUU 3M23G 

(3H3muuH X3C32'1UnC3H 6yKJy 6yp3H xapaa Mwoax, 3ce3n 23H3muuH npo2no3, ounnonu, MU2peHb 
YYCC3H moxuonoono 3MUU2 Y3n3GUU2 xyn33n23H e2exeo oaxuH XUU>K 6onox2Yu. X3p3e Y3n3233p 
nanunneMa 6yKJy HYOHUU mopno2 6YPx3e'luuH cyoacHbl 23Mm3n un3pe3n 3MUU2 oaxuH yy>K 6onox2Yu. 

YpbA411lnaH c3prlllVin3x 

>KIIlHrlll~H SSp4nSnT 

>KIIlHrlll~H SSp4nSnT Hb HIIl~Tn3r 6onoB4 ypbA4li1naH TaaMarnax aprary~ 10M. 3-p ye waTaHA 6I1leli1~H )f{IIlHr 
12 capblH TYPW a)f{li1rnaB. 3M3rT3~4YYAIIl~H Tan XYBb Hb (50%) aHXHbl )f{IIlHrli1~HX33 2.2 Kr AOTOP ynAc3H 
6a~Ha . 3M3rT3~4YYAli1~H 12% Hb 2.2 Kr-aac IIlX )f{li1H xaC4, 3M3rT3~4YYAIIl~H 38% Hb 2.3 Kr-aac A33W 
)f{li1HT3~ 6omK33. 

WIIlHr3Hli1Vir xaAranax 

nporecToreHYYA Hb TOAOPXO~ X3M)f{33r33p WIIlHr3H xypli1MTnarAa)f{ 6on3owry~r HOTOn)f{ 6a~raa 6srssA 
YYH33C YYA3H ypbA SMHS Hb TOrTOOrACOH 3pyyn M3HAli1~H 6a~AanTa~ eB4TeHA w1IlHr3HIIl~ xyplllMTnanA 
cspreep HSneSn)f{ 6on3owry~ anlilBaa SB4TSHA 60nrOOM)f{TO~ xaHAax X3p3rT3~. 

CynepoByns:!L111l 6YL1ax 

ApbcaH AOOPX DMPA TaplllnrblH H3r TYHrlll~H Aapaa , CIll~B3Hrlll~H nporecTepoHoop X3M)f{C3H sHArsB4HIIl~ 
3pr3X xyplllMTnarACaH XYBb Hb x3p3rn3cH33c XOIllW H3r )f{lIlnlll~H Aapaa 97.4% (38/39 SB4TSH) 6a~B. 14 
Aonoo xOHorlll~H 3M4li1nr33HIIl~ L10HXHbl Aapaa sHArsB4HIIl~ xaMrlll~H 3pT 3pr3)f{ H3r Aonoo xOHor, 
sHArsB4HIIl~ AYHAa)f{ xyraL1aa 30 Aonoo XOHor 60n)f{33. X3p3rn33HIIl~ ypr3n)f{n3X xyraL1aaHaaC yn 
xaMaapaH aprblr x3p3rn3cHIIl~ Aapaa sHArsB4HIIl~ Aapaa 3pr3)f{ xo~wnorAox MaraAnanTa~r 
3M3rT3~4YYA3A 3eBnS)f{ 6a~Ha. )/{lIlp3MCn3nT33c xaMraanax AaaBpblH 63nAM3nlll~r 30rCOOCHOOP 
aMeHopea 6a 1 3CB3n capblH T3MArllllllH TOrTMOn 6yc 6a~Aan Hb capblH T3MArlll~H Me4J1Sr, s:!J1aHrys:!a 
nonlllKIilCTIilK SH,QrSB4HIIl~ xaM WIIlH)f{T3~ X0J1600TO~ Cyypb eB4HSSC YYA3J1T3~ 6a~)f{ 60nOXblr xyn33H 
3SBWSSPCSH 60J1HO . 

C3m23~uuH 3M232 

C3m23nUUH xflMpan, C3m23nUUH xRMpan Hb >KUp3MCn3nm33c xaM2aanax oaaepblH x3p32n33Huu 
XYC33GYU yp oa2aeap KJM (4.8 X3C2UU2 Y3H3 yy) . C3m23nuuH xRMpan Hb Ho~mou 6au>K 6onox 6e2eeo 
aMua xopnox, aMua xopnox 3pco3nm Xy'lUH 3yun 6onoo2. 3M32m31i'lYYo C3m23n caHaaHbl eep'lnenm, 
C3m23n 2ympanblH WUH>K m3Mo32 un3p83n 3M'IUn233233 3xnyyncHuu oapaaxaH 3M'Im3UZ33 xon6oo 
6apuxbl2 3eene>K 6auHa. 



5:Jfl2UUH 3aMaap OaM)/(UX xanosapaac XaM2aanaX 

SAYANA PRESS Hb 63fl2UUH 3aMaap OaM)/(UX xanosap (53X6), x,aXB-UUH xanosap (,aOX) -aac 
xaM2aanoa22Yu 6onos'l DMPA Hb apuym2acaH mapun2a 6e2eeo 3aaspblH oa2YY awu2nacHaap 53X6-0 
epmex2Yu 2302UU2 3M32m3U'Iyy030 3eSne)/( 6aux x3p32m3u. 53n23S'IUU2 3es, myywmau x3p32n3x 33p32 
63n2uuH xapb~aaHbl alOyn2Yu 6auoan Hb 63n2uuH 3aMaap OaM)/(UX xanosap, mYYHuu oomop x,aXB-UUH 
xanosapbl2 6yypyynoa2. 

)/{up3Mcn3x33c xaM2aanax ap2blH aWU2 myc, mYYHuu 3pconuu2 3M32m3u XYH 6YPUUH xysbO oaH2aap Hb 
YH3n3x ijcmou. 

Hyypc yc / Mema6onu3M 

npo2ecmo2eH a2yynoa2 3apuM eS'ImeHO 2nlOK03blH xyn~3n 6yyp'l 60n30W2YU 10M. l1uM 3M'IUn233 
xuun23X yeo '1UXPUUH WU)/(UHm3U eS'ImeHYYOUU2 aHxaapanmau a)/(U2naX X3p32m3U. 

3n32HUU yun a)/(Unna2aa 

X3P3S SA YANA PRESS-UU2 xym3H ascaH 3M32m3uo wapnanm un3ps3n 3MUU2 oaxuH x3p32n3x2Yu 
6auxbl2 aHXaap'l Y33X x3p32m3u. (4.3 X3C2UU2 Y3H3 yy) 

iunepmeH3u 6a nunuouuH 3M232 

XR32aapna20Man Homon200HYYO Hb 3esxeH 2unepmeH3uuH mapua x3p32n3032 2unepmeH3um3u 3CS3n 
nunuouuH 3M232m3u 3M32m3U'IyyoUUH 3YPX cyoacHbl yun a)/(Unna2aaHbl 3pc03n 6a2a 6au2aa2 xapyyn)/( 
6auHa. X3P3S 2unepmeH3u Hb SA YANA PRESS 3M'IUn233Huu yeo moxuonoson /3cs3n 2unepmeH3uuH 
ecenmuu2 oapanm 6yypyynax 3M33p xaH2anmmau XflHax 60nOM)/(2Yu 60n SA YANA PRESS-UUH 
3M'IUn2332 302COOX x3p32m3u. ApmepuuH mpoM603blH 3M232UUH H3M3nm 3pc03nm xy'lUH 3yunyy030: 
Ar, maMXU mamax, Hac, nunUOUUH 3M232, MU2peHb, map2ananm, 23P 6ynuuH 3ep32 myyx, 3YPXHUU 
xasxna2blH 3M232, mOC2yypblH cpu6punnfl~u OpHO. 

SA YANA PRESS-UU2 30233P 3pc03nm XY'lUH 3yuncuuH anb H32 3CS3n X30 X303H eS'ImeHO 
60n200M)/(mOU x3p32n3x X3p32m3u. 

5ycao Hex~en 
)/{Up3MCHUU 6onoH 63n2uuH cmepouo x3p32n3x yeo oapaaxb Hex~yyouuH manaap M3033nc3H 6onos'l 
npo2ecma2eH x3p32n3xm3u xon6oomou xon6oo m02moo20002YU 6auHa: xonecma3mau xon6oomou 
wapnanm 6a /3cs3n 3a2amHax; ~ecHuu '1ynyy yyC3X; nopcpupuR; cucmeMuuH '10HOH flP; ~yc 3aopanblH 
uraemic xaM WUH)/(; Sydenham-uuH 6Y)/(U2; herpes gestationis; omocKflepo3mou xon6oomou COHC2onblH 
anoa20an. 
X3P3S oypocaH Hex~yyo / 3pc03nm Xy'lUH 3yuncuuH anb H32 Hb 6au2aa 60n SA YANA PRESS-UUH 
aWU2 mycbl2 3M32m3u XyH 6ypm y'lup'l 60fl30W2YU 3pconyyom3u xapb~yyn)/(, mYYHuu2 x3p32n3)/( 
3xn3X33C33 eMHe 3M32m3um3u flpun~ax x3p32m3u. 30233P Hex~en 6auoan, 3pc03nm xy'lUH 3yuncuuH 
anb H32 Hb XYH03p'l, OaaM)/(UpCaH 3CS3n aHX yoaa moxuonocoH moxuonoono 3M32m3u xyH 3M4m3u233 
xon6oo 6apux x3p32m3u. YYHUU oapaa 3M'I SA YANA PRESS-UUH x3p32n332 302COOX 3C3XUU2 WUU03X 
ecmou. 
Jla6opamopuuH WUH)/(Un233 
Xon6020ox COPb~bI2 upyyn3x033 3M232 cyonaa4 3M4UO np02ecm02eHuuH 3M4un233Huu manaap 
3esne2ee e2ex x3p32m3u. iecma2eHbl 3M4un233Ho oomooo wyyp3n 6a 3n32Huu yun a)/(Unna2aaHbl 
3apuM WUH)/(Un233, ~yCHbl 6YP3n03xYYH X3C2YY030 Heneen)/( 60n30W2yu2 3M4UO M303203X x3p32m3u. 
a) nna3M / W33CHUU cmepouoyyo 6yypoa2 ()/(UW33n63n, npo2ecmepoH, 3cmpaouon, npenpaHuon, 
mecmocmepoH, Kopmu30n) 
6) nna3M 6a W33CHUU 2oHaoomponuHbl X3M)/(33 6yypoa2 ()/(UW33n63n, LH, FSH). 
s) CeKc-oaasap-2no6ynuHbl (SHBG) KOH~eHmpa~u 6yypcaH. 
Tycnax 600uc 
3H3 6ym33203xYYH Hb MeinunnapaxuopoKc6eH30am 6a nponunnapaxuopoKc6eH30am a2yynoa2 myn 
xapwnblH ypsan (XO)/(UMOO)/( 60fl30W2YU), flnaH2Yfla 6poHxocna3M YYC23032. 3H3XYY 3MUUH 
6ym33203xYYH Hb 104 M2 /0.65 Mn-m 1 MMonb Hampu (23 M2) -uac 6a2a a2yynoa2, eepeep x3n63n 
"Hampu a2yynaa2Yu" 6auoa2. 

4.5 6ycap, 3MIo1~H 6YT33rP,3xYYHyyp,T3~ XapHI1L\aH Y~I1'1I13X 60I10H 6ycap, XapHI1L\aH Y~I1'1I13I1H~H 


x3I163pyyP, 

SAYAI\JA PRESS-T3~ XapIi1Ill.\aH Y~Il4Il3IlIi1~H cYAaIlraa XIi1~rA33ry~ 6a~Ha. 


3MH3IlrIi1~H 6ycaA 3M41i1Ilr33 (TYYHIi1~ AOTOP aM aHTIi1KoarYIlRHT) -Ta~ XapIi1Ill.\aH Y~Il4Il3X Hb XOBOP 


TOXIi10IlAAOr 60IlOB4 waIlTraaHblr TOrTOOroory~ 6a~Ha. EiycaA 3MYYAT3~ 33p3rl.\YYIl3H 3M41i1Ilr33 XIi1~Ilr3)K 


6y~ 9B4T9HYYA3A XapIi1Ill.\aH Y~Il4Il3Ill.\3X 60IlOM)KIi1~r CaHa)K 6a~x X3p3rT3~. 




MPA Hb in vitro MeTa50111113Mp, ro114110H CYP3A4-33P rlllp,pOKClllllaL\ XIII~X 3aMaap opp,or. CYP3A4 
IIIHP,YKTOP 5a IIIHr1ll5111ToPyyp,b1H MPA-p, Y3VV113X 3MH31l3Y~H Helleer YH3113X 3M, 3MIII~H XaplllllL\aH 
y~11411311I11~H TOp,OpXO~ cyp,amaa XIII~rp,33ry~ TYll CYP3A4 IIIHP,YKTOP 5a IIIHr1ll5111ToPyyp,b1H K1lIllHIIIK HellAe 
TOp,OPXO~ry~ 5a~Ha. 

4.6 Yp Torroox, )1(l.1P3MCIl3X, xexYYll3x 

Yp>Kun WUM 
SA YANA PRESS Hb >KUp3MCn3x33c YPbo'lunaH C3P2UUfl3X 30puynanmmau. 
SA YANA PRESS-UU2 302COOCHOOC xouw 3M32m3U'IYYo YP>Kun WUM (>KUp3Mcn3nm) 6YL4a>K UP3X30 
xouwn0200>K 60flJOW2YU (4.4 X3C2UU2 Y3H3 yy) . 
)f(uP3MC3H 
SA YANA PRESS Hb >KUP3MC3H 3M32m3U'Iyyo30 3CP32 3aanmmau 6auoa2. 3apuM M3033nn33C xapaxao 
>KUP3MCHUU 3XHUU 2ypeaH capo >Kup3Mcn3X33c YPbo'lunaH c3p2uun3x SM3HO YMauH oomyyp 
6aupnyynax, 3P, 3M YP2UUH 63fl32 3pxm3HUU 2a>KU2 Xo(}p XOOPOHOOO Yflfloaamau 6aUXb/2 3eene>K 
6aUHa. )f(UP3MC3H yeo SAYANA PRESS awu2naoa2, 3ce3n ee'lmeH 3H3 3MUU2 x3p32n3>K 6auxoaa 
>KUP3MC3H 6oncoH moxuonoono ypa2m y'lpax aKJynblH manaap ee'lmeHO aHxaapyynax x3p32m3u. 
H32 cyoan2aa2aap caHaMcap2Yu >KUp3MCn3nm33c DMPA- 1M (150 M2) mapbcHaac xouw 1-2 capblH 
oapaa moxuonocoH Hflpau xyyxso 6a2a >KUHmSU 6onox 3pco3nm3u 6onoxb/2 m02mOO>KS3. 3H3 Hb 3P2330 
HflpauH 3Ho32onuUH 3pco3n H3M32oc3Hm3u xon6oomou KJM. 13C3H X30UU 'I DMPA-IM-m (150 M2) 
>KUP3MCfl3X Hb xoeop moxuonoo02 myn 3H3 Hb epeHxuu 3pcosnm3u 6auoa2. 
MnA-o YMauH 6onoH eceep HacaHoaa xaMpa20caH xyyxoyyo 3pyyn M3HO, 6ue 6f1noap, OKJyH yxaaH, 
63n2uuH 6onoH HUU2MUUH Xe2>KunO Hb cepe2 Henee Y3yyn332Yu. 
CaanuuH 
MPA xynssH ae'l 6yu 3X'IYYOUUH CYYHO unpyyn3X 60nOM>KmOU 6a2a X3M>K33HUU 3MUU2 m02mOOCOH 
6auHa. DMPA-IM (150 M2) -aap 3M'IunC3H cyeunaxyuH 3X'IYY030 CYYHUU Haupna2a, 'IaHap, X3M>K33 Hb 
cepe2 Henee Y3YYfl3X2YU. 3XUUH CYYHS3C MPA-o epmceH Hflpau 6onoH Hflpau xYYXOYYOUU2 63n2uuH 
6ou>Kunmoop OaM>KyynaH Xe2>KflUUH 6onoH 3aH yunuuH . Heneennuu2 cyoan>KS3. Cepe2 Henee2 
m3Mo32n332Yu 6onHo. 13C3H X30UU 'I 3yp2aaH oonoo XOH0200C OOOW Hacmau 3XUUH CYY233P xoonnO>K 
6yu Hflpauo MPA-uUH yp HeneeHuu manaapxu M3033n3n Xfl3GaapnaaoMan 6auaaa myn HflnXCblH 
cpepMeHmuuH cucmeM unyy Xea>KCeH yeo SA YANA PRESS-uu2 mepcHuu oapaax 3ypaaaH oonoo 
XOHoaooc 6aaa2Yu xyaaL4aaHO eaex (}cmou. 

4.7 MaWI1H >KOllOOAOX, MaWI1H aWl1r1lax 'iaABapT Y3YYll3X Hellee 

SAYANA PRESS Hb T33BPIll~H x3p3rc311 >KOll00p,OX, aWlllrnax 4ap,BapT HelleellP,erry~. 


4.8 XyC33ryiil YP Hellee 

3MH31l3Y~H TYPWlllllTyyp,bIH y~ll ~Bp,all: 


)KIllP3MC113X33C c3prlll~113x 30plllmoop DMPA-SC aBcaH 2053 3M3rT31ilr xaMpYYllcaH 3MH31l3ylilH 
cyp,amaaHbl 5yx wallTraaHT 5alilp,l1blH M3p,3311311p, YHP,3C113H 3MlllIilH ralK HelleeHlll1il p,aBTaMlKllllilr p,OOpXIII 
XyCH3rT3p, Y3YY113B. MaHcYYPYYllax 50p,IIICbIH xaMrllllilH Tyr33M311 (> 5%) ceper xaplllY ypBall 5011 Tomolil 
eBp,ex (8 .9%), MeTpopparlll (7.1 %), lKlIIH H3M3rp,C3H (6.9%), aMeHopea (6 .3%) 5a TaplllmblH Ta115alilH 
ypBall (~Map 4 X31153P, 6 .1 %) 5a1ilB. . 

ralK Helleer p,apaaxb aHrlllllllblH p,aryy lKarcaaB. 3p,r33p Hb p,apaax 6all1AallTa~ 6alilHa. 

Maw HIIIII1T1l3r (~1/10) 


HIllIilT1l3r (~1/100 to <1/10) 

HIllIilT1l3r 6111w (~1/1 ,000 to <1/100) 

XOBOP (~1/10,000 to <1/1 ,000) 

,[\aBTaMlKlIIlI1r M3P,3xrylil (50110MlKTolil ererp,l1eec TOOL\00110X 60110MlKrylil) 

MapKeTIIIHrllllilH p,apaax TaHAallTaac aBax apra X3MlK33: 

H3MlK P,ypp,axap" TaplllmblH DMPA (1M 3CB311 SC) aWlllrnaH MapKeTIIIHrllllilH p,apaaxb ererAlleec 011lK 
aBcaH 3pyyll M3Hp,IIIIilH a4 x01160rp,01l 6yxlllIil ceper Y33rA11VVP,lIIlI1r Poop lKarcaaB. 

S~stem organ Maw Huumn3z Huumn3z 6uw xosop M303Z033Z'lU 
class Huumn3z 

Xopzyu, 
xopzyu, 
mooopxouzyu 
Heonna3M 

XeXHlII1I1 
xaBp,ap 
X3Crlllll1r 
yy) 

XOpT 
(4.4 

Y3H3 



(YYHO L(UCm, 
nonun OpHO) 

~apXnanblH 3M3HA X3T AHacplr1naKClr1liiH 
moZmOnL(OOHbl M3AP3r 6aliiAan lypBan, 
3MZ3Z (4.4 X3Crlr1liir Y3H3 aHacplr1naKTOIr1AblH 

yy) ypBan, 
aHrlr103AeMa (4.4 
X3Crlr1liir Y3H3 yy) 

Mema6onu3M WIr1Hr3H 
6a xoon xaAranax (4.4 
m3)f(33nUUH X3Crlr1liir Y3H3 yy), 
3MZ3Z xoonHbl Aypwlr1n 

! 
H3M3rA3X, 

I xoonHbi AYPwIr1n 
6yypax 

C3mZ3L(UuH C3Tr3nlr1liiH X51Mpan, M3AP3n, C3Tr3n 
3MZ3Z HOliipryliiA3n, xeAnenlr1liiH 

C3Tr3nlr1liiH TYrwyyp, 3Mr3r, 
eB41r1H 3Mr3r, aHOpra3MIr1 
LlO4POMTrolii 
6aliiAan , nlr161r1Ao 
6yypcaH 

M30p3nuuH Tonrolii 3pr3x, Mlr1rpeHb, TaTanT 
cucmeMuuH Tonrolii eBAex HoliipMor6aliiAan 
3MZ3Z 

'-lux, Tonrolii 3pr3x 
na6upuHmblH 
3MZ3Z 

3ypXHUU 3MZ3Z Taxlr1KapAIr1 

CyoacHbl 3MZ3Z rlr1nepTeH31r1 (4.4 YYWlr1rHbl 
X3Crlr1liir Y3H3 yy), 3M6on1r13M, 
BeHlr1li1H cYAac, 3M6onlr13M 6a 
xanYYH TPOM603 , (4.4 
yraamyyp X3Crlr11i1r y3H3 yy), 

TpoM6ocpne61r1T 

Xoon X3Bnlr11i1H eBAenT, X3Bnlr1liiH cYHam 
6onoecpyynax AOTOP Myyxaliipax 
3aMblH 3MZ3Z 

3n3z L(eCHUU Wapnam, 
3MZ3Z 3n3rHIr11ii yliin 

a>Klr1nnaraa 
X3BIr1liiH 6yc (4.4 
X3Crlr1liir Y3H3 yy) 

ApbC 6a apbcaH . 5anaWlr1nT AnoneLlIr1, nlr1noAIr1CTpoCPIr1 APbCHbl CTplr1a 
ooopx 30UUH XIr1PCYTIr13M , 
3MZ3Z AepMaTIr1T, 

3KXIr1M03, 
xnoacMa, 
Tyypam, 
3araTHax, 40HOH 
xepBec 

6yn'luHzuuH HYPYYHbl eBAenT, ApTpanrlr1a, TlCHbi 
6onoH xon6oz'I rerCrenlr1liiH eBAenT 6yn41r1Hrlr1liiH Clr1liip3r>Klr1nT, 
30UUH 3MZ3Z cna3M 5lCHbi 

CIr1V1p3r>Klr1mIr1IiiH 
xyrapan 

HexeH Menometrorrhagia, 9HAreB4HIr11ii 
YP)f(UXYUH Metrorrhagia, yliinaHx~lii, 
cucmeM 6a Menorrhagia (4.4 YMaliiH LlYc 



xaXHUU 3MZ3Z X3Crli11f1r Y3H3 YY), an,QanT (>Kli1r,Q 
Dysmenorrhoea, 6yc, Ii1XC3X, 
Amenorrhoea, 6yypax), 
Vaginitis, XeXHli11f1 YTP33HIi11f1 

flnra,Qac, 
,[IIi1CnapeOHli1a, 
ranaKTOpefl, 
BynBoBarli1Han 
xyypalf1wli1n, 
CapblH T3M,QrIi1If1H 
eMHex CIi1H,QPOM, 
XeXHli11f1 
3M33rn3n, 
XeXHli11f1 TOMpon 

E paHXUU 3MZ3Z Tl,Qapraa, Tapli1nrblH nli1peKCIi1 ACTeHli1fl 
6a epaHXUU Tan6alf1H ypBan, 
Y3n3ZUUH Tapli1nrblH Tan6alf1H 
6auaan 6alf1HrblH 

XaTIi1HrapWli1n I 
XOHXOPXOIf1 I 
XOHXOIf1X, Tapli1nrblH 
l.prli1lf1H 3aHrli1naa I 
6eeH, Tapli1nrblH 
Tan6alf1H eB,QenT I 
3M33rn:Hl 

cyaanzaa )KIi1H H3M3r,QC3H TlCHbl HflrTpan )KIi1H 6yypcaH 
(4.4 X3Crli11f1r Y3H3 6yypcaH (4.4 (4.4 X3crli11f1r 
YY), YMalf1H X3Crli11f1r Y3H3 YY), Y3H3 yy) 
XY3YYHIi11f1 TypX31.\ rnlOK03blH 
X3BIi11f1H 6yc xynl.\3n 6yypcaH 

(4.4 X3Crli11f1r Y3H3 
YY), 3narHIi11f1 
cpepMeHT X3BIi11f1H 
6yc 6alf1Ha 

C3>Kli1rT31f1 ceper ypBanblH Tanaap M3,Q33n3X 

3MIi11f1H 6YT33r,Q3xYYHli1lf1r 3eBWeepCHIi11f1 ,Qapaa C3>Kli1rT31f1 ceper ypBanblH Tanaap M3,Q33nax Hb 4yxan 10M. 
3H3 Hb 3MIi11f1H 6YT33r,Q3XYYHIi1If1 aWli1r I 3pC,Qn1i11f1H 6anaHCblr ypr3n>Knyyn3H XflHax 60nOM>Kli1lf1r onro,Qor. 
3pyyn M3H,QIi1If1H M3pr3>Kli1mHYY,Q33C C3>Kli1rT31f1 ceper ypBanblH Tanaap Wap XYY,QaCHbl cxeM33p 
,QaM>KyynaH www.mhra.gov.uk/yellowcard xaflraap M3,Q33nax 3CB3n Google Play 3CB3n Apple App Store 
,Q33p MHRA wap KapT xalf1>K onOXblr xycbe. 

4.9 X3T Ii1X TYH 

3M41i1nr33r 30rcooxooc eep 3ep3r apra X3M>K33 aBax waap,Qnararylf1. 

5. 3MIi1~H WIi1H>K "laHap 

5.1 <l>apMaKOAIi1HaMIi1K WIi1H>K "laHap 

ATC KO,Q: G03AC06 

MPA Hb 3cTporeH, aHTIi1-aH,QporeH 6a aHTli1roHa,QoTpocpli1K Henee 6yxIi1iii 17 o-rli1,QpoKCli1npOreCTepoHbl 
aHanor 10M. 

DMPA-SC Hb rOHa,QoTpOnli1Hbl wyypnli1lf1r ,QapaHrYlf1n,Qar 6eree,Q 3H3 Hb cponnli1KynblH 6onoBcop4 ry1f11.\3X, 
eH,QreB4eec ypb,Q4li1naH C3prli1lf1n>K, YMalf1H Xy3YYHIi11f1 canli1a HflrTpyyn>K, YMalf1H ,QOTOPX 3p 63nrli11f1H 3CIi11f1r 
caaTyyn,Qar. 3,Qr33p ylf1n.Qnyy,Q Hb >Kli1p3MCn3x33c xaMraanax HeneeT3iii 6alf1,Qar. 

HacaH,Q XypC3H 3M3rT31f14VV,Qli1iiiH BMD-li1iiiH eep4nem 

DMPA-SC x3p3rna,Q3r 3M3rT3iii4YY,Q3,Q DMPA-SC x3p3rna,Q3r 3M3rT3iii4YY,Qli1iiiH BMD-Ii1If1H eep4nemli1iiir 
Xapbl.\yyncaH cY,Qanraaraap xoep >Kli1nli1lf1H 3M41i1nr33HIi1iii ,Qapaa xoep 6ynr~iiiH XOOpOH,Q 1i1>Kli1n TeCT31f1 

www.mhra.gov.uk/yellowcard


BMO aIlAarAaIl 6a~raar XapYYIlCaH 60IlHO. OMPA-SC 6YIln.1~H BMO-Vl~H eep4IleIlTVI~H AYHAalK XYBVI~r 
XYCH3rT 1-A lKarCaaB. 

XYCH3rT 1. Apar SlCHbl Ta116a~raap DMPA-SC aWI.1r1la)l( 6a~raa HacaHA xYP3r'lAI1HH 
3M3n3~'1YYAI.1~H BMD-I.1~H CYYPb TVBWHI.1~ AYHAa)l( eep'l11e11T (95% I.1Tr3X 3aBcap11araTa~). 

3M'II.111r33HI.1~ 

xyral.\aa 
6YC311XI.1~,HYPYY 

N AYHAalK % 8ep4IleIlT 
(95% CI) 

Tawaa 

N AYHAalK%8ep4IleIlT 
(95% CI) 

rYSlHbl A33A X3C3r 

N AYHAalK % 8ep411eIlT 
(95% CI) 

1 )1(1.111 166 -2 .7 
(-3.1 to -2.3) 

166 -1 .7 
(-2.1 to -1 .3) 

166 -1 .9 
(-2 .5 to -1.4) 

2 )1(1.111 106 

-

- 4 .1 
(-4.6 to -3.5) 

106 -3 .5 
/(-4.2 to -2 .7) 

106 -3 .5 
(-4.3 to -2.6) 

C I =V1Tr3Ill.\3IlVlVlH VlHTepBaIl 

8ep H3r XS'lHaIlTTa~ , 3MH3I13Y~H cYAaIlraaraap 5 lKVlIlVl~H xyral.\aaHA OMPA-IM X3p3rIl3A3r HacaHA 
XypC3H 3M3rT3~4YYA3A HYPYY, TawaaHbl AYHAalK BMO 5-6% 6yypcaH Hb Xs:lHaIlTbIH 6YIl3rT BMO-A 
M3A3rA3xy~l.\ eep4Ilem rapaary~ 6a~Ha . BMO-Vl~H 6yypaIlT Hb aWVlrIlaIlTblH 3XHVI~ xoep lKVlIlA VlIlyy TOA 
VlIl3P4, AapaarVl~H lKVlIlYYA3A 6YYP4 6yypcaH 6a~Ha . 6YC3IlXVI~ HYPYYHbl BMO-Vl~H 1, 2, 3, 4, 5 lKVlIlVl~H 
Aapaa TYC TYC -2 .9%, -4 .1%, -4.9%, -4.9% 6a -5.4% TYC TYC eep4IlerAceH 6a~Ha . XVin 6a rYs:lHbl HVI~T 
XY3YYHVI~ BMO-Vl~H AYHAalK 6yypam VllKVlIl TecT3~ 6a~B . A3Ilr3p3Hry~ M3A33IlIlVl~r AOOPXVI XYCH3rT 2­
ooc aBHa yy. 

OMPA-IM-Vl~H X3p3rIl33r 30rCOOCHbi Aapaa 3M4V1Ilr33HVI~ Aapaax ye waTaHA BMO CYYPb YTrYYAaA 
ecceH . 3M4V1Ilr33HVI~ ypT xyral.\aa BMO-Vl~H C3pr3IlT YAaaWVlpcaHTa~ xOIl600TOill 6allle. 

YYHT3111 VllKVlIl 3MH3I13Y~H cYAaIlraaHA 5 lKVlIlVlIIIH TYPW OMPA-IM X3P3rIl3C3H l.\eeH TOOHbl 3M3rT3~4VVA3A 
OMPA-IM X3p3rIl33r 30rCOOCHOOC XO~W 2 lKVlIl Villi H xyral.\aaHA XflHaIlTaHA 0PYYIlcaH 60IlHO. 
3M4V1Ilr33HVlIII Aapaax 2 lKVlIlVlIIIH xyral.\aaHA 6}\{8-HVI~ TYBWVlH YHAC3H Y3YYIl3IlTyYA A33p ecceH. OMPA· 
VI~H TapVlIlrblr 30rCOOCHOOC XOIIIW xoep lKVlIlVlIIIH Aapaa 3 flCHbl X3C3rT BMO H3M3rAC3H r3C3H yr 60IlOB4 
AYTarAaIl X3B33p 6alllHa (AOOPXVI XYCH3rT 2-Vl~r Y3H3 yy). 

XYCH3rT 2. DMPA IM-33p 5 )l(1.111I.1~H 3M'II.11lr33 XI.1~CHI.1~ Aapaa, 3M'II.111r33HI.1~ Aapaax 2 )f(1.111I.1~H 
Aapaa 3CB311 a)l(l.1r1la11TbIH 7 )l(1.111I.1~H Aapaa (xSlHa11T) 

X3P3r1l3C3H Hypyy Tawaa rYSlHbl A33A X3C3r 
xyral.\aa 

I---- _. 
OMPA YAVlPAIlara OMPA YAVlPAIlara OMPA YAVlPAIlara 

5 lKl111* 
n 33 105 21 65 34 106 
,[IYHAalK -5.4% 0.4% -5.2% 0.2% -6 .1% -0.3% 
(SO) (3.57) (3.27) (3 .60) (3.18) (4 .68) (5.22) 
95%CI -6.65; -4 .11 -0.20; 1.06 -6 .80; -3 .52 -0.60; 0.98 -7 .75; -4.49 -1 .27; 0.73 .-­
7 )1(1.111** 
n 12 60 7 39 13 63 
,[IYHAalK -3.1% 0.5% -1.3% 0.9% -5.4% 0.0% 
(SO) (3 .15) (3 .65) (4.95) (3.81) (2.73) (5.88) 
95% CI -5 .13; -1 .13 -0.39; 1.49 -5 .92; 3.23 -0.29; 2.17 -7.03 ; -3 .73 -1.51; 1.45 

* 3M4V1Ilr33HVlIII 6YIl3rT 5 lKVlIlVlVlH TYPW OMPA-IM XVI~Ilr3C3H 3M3rT31114YYA, XflHaIlTblH 6YIl3rT 3H3 
xyral.\aaHA lKVlP3MCIl3X33C xaMraaIlax AaaBpblH 63IlAM3Il X3p3rIl33rYill 3M3rT31114YYA 6arTlK33 . 

** 3M4V1Ilr33HVI~ 6YIl3rT 5 lKVlIlVlIIIH TYPW OMPA-IM 3M4V1Ilr33 xVllllnr3c3H 3M3rT3~4VVA , Aapaa Hb 
X3p3rIl3CHVI~ Aapaa 2 lKVlIlVl~H TYPw XflHaIlTaHA OpCOH 60Il Xs:lHaIlTbIH 6YIl3rT 7 lKVlIlVlIIIH TYPW 
lKVlP3MCIl3IlT33C xaMraaIlax AaaepblH 63IlAM3Il X3P3rIl33rylll 3M3rT31114VVA 6arTlK33. 

SO =CTaHAapT X3Il63Il33Il 

CI =V1Tr3Ill.\3IlVlIIIH VlHTepeaIl 

8ceep HaCHbl 3M3rT31114VYA3A BMO-VlIIIH eep4IleIlT (12-18 Hac) 

8ceep HaCHbl 3M3rT31114YYA3A (12-18 Hac) XVlIIIC3H H33IlTT3111 wowrOTOIII, caHaMcaprylll 6alllAIlaap, 
3MH3I13Y~H cYAanraaHbl OMPA-IM-Vl~H YP AYH (12 AOIlOO XOHor TYTaMA 240 AOIlOO XOHor XYPT3Il (4.6 
lKVlIl) 150 Mr 1M, Aapaa Hb 3M4V1Ilr33HVlIII Aapaax X3MlKVlIlT) . MeAPoKcVlnporecTepoH al.\eTaTblH 1M 
X3p3rIl33 Hb Cyypb TyewVlHr33c BMO 6yypaXTalll xOIl600TO~ 60Iloxblr xapYYIlcaH. ~ 4 TapVlIlra 160 AOIlOO 



XOHOrl!1~H xyraL1aaTa~ eB4TeHYYAI!1~H AYHA BMD-I!1~H 6YC3llXI!1~H HYPYYHbl AYHAa>K 6yypam - 240 AOllOO 
XOHOrl!1~H Aapaa (4 .6 >Kl!1ll) 2.1 %; Xl!1n 6a rYs:lHbl HI!1~T XY3VVHI!1~ AYHAa>K 6yypam TYC TYC -6.4% 6a -5.4% 
6a~B. XYCH3IT 3-T xapHa yy. YYHI!1L71 3cp3r33p xaPbL1YYJlamryL71, XapbL1YYJlaaryL71, DMPA X3p3rIl3rYI!1A33C 
aBcaH s:lCHbl Cyypb Y3YYJl3JlTYYA XapbL1aHryL71 6araTaL71 KoropT 240 AOJlOO XOHorr BMD-I!1L71H ecem 6.4%, 
1.7% 6a 1.9%, 6YC3JlXI!1L71 HYPYYHA, Tawaa 6a rYs:lHbl A33A X3C3r TYC ryc 

XycH3rr 3: 9cBep ye~1I;tHXH~~ BMD-H~H CYYPb TYBwHHr33c (95% HTr3X 3aBcapllaraTa~) AYHAa>K 
apar SlCHbl rall6a~raap 60 AOllOO XOHorr 4 YAaa TapHllra xH~A3r 

3M"lHllr33HH~ xyraL1aa DMPA-IM 

N AYHAa>K % gep~llellT [95 % CI] 

Tawaa BMD 
60 AOJlOO XOHor (1.2 >KI!1Jl) 113 -2.7 [-3.27; -2.12] 
120 AOJlOO XOHor (2 .3 >KI!1Jl) 73 -5.4 [-6.16; -4.64] 
180 AOJlOO XOHor (3.5 >KI!1Jl) 45 -6.4 -7 .38; -5.37] 
240 AOJlOO XOHor (4.6 >K1!111) 28 -6.4 [-8 .56; -4.24] 

rYSlHbl A33A X3C3r BMD 
60 AOJlOO XOHor 113 -2 .9 [-3.72; -2.15] 
120 AOJlOO XOHor 73 -5.3 [-6.23; -4.37] 
180 AOJlOO XOHor 45 -6.0 [-7.31; -4 .59] 
240 AOJlOO XOHor 28 -5.4 [-7.81; -3.00] 

6YC311X~~ HYPYY BMD 
Week 60 114 -2 .5 [-2.95; -1.98] 
Week 120 73 -2.7 [-3.57; -1.91] 
Week 180 44 -2.7 [-3.99; -1.35] 
Week 240 

-
27 -2.1 [-4.16; -0.07] 

CI = VlTr3JlL13JlI!1I!1H I!1HTepBaJl 

DMPA-IM X3p3rIl33r 30rCOOCHbi Aapaa AOP xas:l>K 1 DMPA Tapl!1ma XI!1L71m3c3H 6a AOP xas:l>K 1 YAaa BMD 
X3M>KI!1JlT XI!111lC3H 1!1>KI!1Jl cYAamaaHA xaMparAcaH eCBep HaCHbl opOJlL10r4Ab1H 3M41!1m33HI!111l Aapaax 
Xs:lHaJlTblr XYCH3rT 4-T Y3VVJl3B. 3M41!1m33HI!1i:1 ye waT AaXb 3H3 KoropT Hb 9. TercreJlVlIllH DMPA TapVlma 
XVI~X yeA BMD% -Vl~H eep4JleJlTeeC 3H3 KOXOpT Aaxb Cyypb TYBWH33C eep4JlellT Hb -2.7%, -4.1 % 6a ­
3.9% TYC TYC HYPYY, HVlIIlT xVln 6a rYs:lHbl XY3YYHA rapcaH 6ai:1Ha . l...\ar xyraL1aa eHrepex TycaM BMPA-VlIIlH 
aJlAarAaJl DMPA-IM-VllIlr 30rCOOCHbi Aapaa YHAC3H TYBWVlHA c3pr3B. CYYPb 6a~A11blr c3pr33x3A 
6YC3JlXVlIIlH HYPYYHA 1.2 >KVlJl , HVlIIlT xVln X3C3rT 4.6 >KVlJl, rYs:lHbl XY3YYHA 4.6 >KVlJl WaapAJlaraTalil 6a1llB . 
i3C3H X3AVli:1 4 OJlOH TOOHbl cYAamaar 30rCOOCOH TYll 3Ar33p YP AYH L1eeH TOOHbl C3ABYYA A33P 
YHA3CJl3C3H 6ereeA 3apVlM cy6beKTYYA 240 AOJlOO XOHOrl!1i:1H Aapaa HVli:1T xVln BMD-I!1i:1H AYTarAamalil 
X3B33P 6alllraar T3MA3rIl3X Hb 3yi:1T3~ . 3M4V1m33HI!1I1l ypT xyraL1aa, TaMXVI TaTax Hb YAaaH 3Ar3p3XT311l 
XOJl600T0i:1 6ai:1B. ):1oopx XYCH3rT 4-VllIlr Y3H3 yy. 

XycH3rr 4: DMPA-r 30rCOOCHOOC XO~W eCBep HaCHblXHbl BMD-H~H Cyypb TYBwHHr33c (95% -H~H 
HTr311H~H 3aBcapllaraTa~) AYHAa>K XYBb 

DMPA-r 
30rCOOCHOOC 
XO~W AOllOO N 
XOHOnt~H 

Aapaa 

CYYPb 

Tap~llrblH 
TYBWH33C 
3M"lHllr33H~~

AYHAa>K 95%CI 
TOO Tercrell XYPT311 

AYHAa>t< % 
eep~llellT (SE) 

CYYPb 
TYBwHHr33c 
DMPA-H~H 

Aapaaxb 
a~ll"lllall 

XypT311X 
AYHAa>t<% 
eep~llellT (SE) 

95% CI 

Tawaa BMD 

0 
24 
60 
120 
180 
240 

98 
74 
71 
52 
39 
25 

9 
9 
8 
10 
7 
9 

-4 .1 (0.43) 
-4 .1 (0.53) 
-3 .6 (0.46) 
-4.3 (0.64) 
-4.1 (0.72) 
-3.4 (0 .67) 

[ -4.95; -3 .25} 
[-5 .15; -3 .04] 
[ -4.48 ; -2.66] 
[ -5.56; -2.98] 
[ -5.55; -2.63] 
[-4.73; -1.98] 

N/A 
-4 .0 (0.61) 
-2.8 (0.56) 
-1.7 (0.72) 
-1.2 (0.85) 
0.1 (0.98) 

[ -5.25; -2.80] 
[-3.97; -1.72] 
[ -3 .14; -0.26] 
[ -2.96; 0.46} 
[-1.95; 2.11] 

IiYSlHbl A33A X3C3r BMD 

0 
24 

98 
74 

9 
9 

-3.9 (0.50) 
-3.8 (0 .60) 

[ -4.92; -2.92] 
r-5.01; -2.62] 

N/A 
-4.0 (0.71) [ -5.40; -2.55] 



60 71 8 -3.3 (0.56) [-4.41; -2.18] -3.6 (0.70) [ -4.99; -2.18] 
120 52 10 -3.8 (0.74) [ -5.25; -2.28] -1 .8 (0.82) [ -3.43; -0.13] 
180 39 7 -3.9 (0.85) [ -5.62; -2.17] -1 .0 (0 .98) [ -3.00; 0.97] 
240 25 9 -3.4 (0.80) [ -5.07; -1.78] -0.7 (1.19) [-3.20; 1.72] 

6YC311XIII~ Hypyy BMD 

10 98 9 -2 .7 (0.39) [-3.45; -1 .91] N/A 
24 74 9 -2 .6 (0.43) [ -3.42; -1.69] -2.5 (0.51) [-3.52; -1.48] 
60 70 8 -2.8 (0.43) [-3.66; -1.96] -0 .2 (0.60) [-1.41;1.01] 
120 52 10 -2.7 (0.61) [-3.96; -1 .50] 2.2 (0.73) [0.74; 3.67] 
180 39 7 -3.0 (0 .67) [ -4 .35; -1.66] 2.8 (0.79) [1.16;4.35] 
240 25 9 -2.6 (0.80) [ -4.28; -0.99] 4.5 (1.03) [ 2.35; 6.61] 
SE = CTaH,l:IapT an,l:laa 

C I = V1Tr3nL.\3nIllVlH IIIHTepBan 

HaxaH YP>KIIIXYVlH HaCHbl 3M3rr3V14YYAIllIiIH DMPA-I M (150 Mr) X3P3rll3XT3V1 xon6ooToIiI xyrapnblH 
ToxlllonAnblH xaMaapan 

EpaHXIIIVI ,l:Ia,l:lnarblH cY,l:lallraaHbl M3,l:133nnlllVlH caH (GPRD) -aac aBcaH ararAJlIIIVlr aWlllrllaH XIIIVlC3H TOM 
X3M>K33HIIIVI peTpOCneKTIIIB cY,l:lallraaH,l:I >Klllp3MCn3X33C XaMraaIlaX 30plllllrOOp DMPA X3P3rll3C3H, DMPA­
r aHX X3P3rll3X33C 6-24 capblH aMHa, aHXHbl DMPA-aac XOVlW AYH,l:I>Kaap 5.5 >KIIIIlIIIVlH xyraL\aaH,l:I 
M3,l:133I13IlT3V1 6aVlcaH N = 41,876 3M3rr3V1 6arrcaH 60IlHO. Taplllllra. DMPA KoropT xyrapIlblH 3pC,l:I3n 
epaHXIi1V1,l:1aa DMPA aWlllrIlaxaac aMHa 6a ,l:Iapaa ,l:Iapaa xoeynaa X3p3rI13r4I11,l:1T3V1 XapbL.\yynaxa,Q 
XapbL\aHryVl aH,l:Iap 6aVlHa. XyrapnblH 3pcAJlIIIVlr '3XHIIIVI DMPA TaplllllrblH ,l:Iapaax ye 6a 3XHIIIVI Tapli1llrblH 
aMHax yeli1V1H XOOpOH,l:I XapbL\yyncaH: OcnblH 3PC,l:IIlIi1V1H XapbL.\aa = 1.01 (CI 95%: 0.92, 1.11), DMPA Hb 
HCHbl xyrapnblH 3pC,l:Inli1V1r H3M3r,l:lYYI133ryVl 6onoxblr xapyyn>K 6aVlHa. 

3H3XYY cY,l:lallraaHbl xaMrlllVlH ,l:I33,l:1 XHHaIlT Hb 15 >Kli1n 6aVlcaH Tyn 15 >Klllnli1V1H ,l:Iapaa ,l:Iara>K Map,l:la>K 
601130wryVl DMPA-IIIV1H YP Hanaar TO,l:l0pXOVlnox 60nOM>KryVl KlM . 

XaMrli1V1H 4yxan Hb 3H3XYY cY,l:lallraaraap DMPA-Ii1V1H X3P3rll33 Hb XO>KYY yelllVlH xyrapnblH TYBWIi1H,l:I 
Hanaan>K 6aVlraa 3c3xIIIVlr TO,l:lOpXOVln>K 4a,l:laaryVI, aapaap x3n63n L\3B3pWli1nTIi1V1H ,l:Iapaa. 

5.2 <l>apMaKoKIIIHeTIIIK WIIIH>K 'laHap 

DMPA-Ii1V1H H3r SC Tapli1llrblH ,l:Iapaa MPA-IIIV1H cpapMaKOKIi1HeTIIIK napaMeTpYY,l:Ili1V1r XycH3rr 5-T Y3YYI13B. 


XYCH3rT 5. MPA-III~H cpapMaKoKIIIHeTIIIK napaMeTpyy,q 
3pYYll 3M3rT3~'lyy,q3,q DMPA-III~H H3r y,qaantlilH TaplllllrblH ,qapaa (n =42) 

Cmax 
(ng/ml) 

Tmax 

(day) 
C91 (min) 

(ng/ml) 
AUCO.91 

(ng'day/ml) 
AUCo_~ 
(ng'day/ml) 

tYz 
(day) 

-
,QYH,l:Ia>K 1.56 8.8 0.402 66.98 92.84 43 

oara 0.53 2.0 0.133 20.63 31.36 16 

V1x 3.08 80.0 0.733 139.79 162.29 114 

Cmax =CIIIVlB3H ,l:I3X XaMrli1V1H IIIX KOHL\eHTpaL\li1; Tmax =xaMrlllVlH Ii1X xyraL.\aa Cmax a>Klllrllar,l:la>K 6aVlHa; AUCo
91 =KOHL\eHTpaL.\IIIV1H xyraL\aaHbl MypyVlH ,l:IOp 91 XOHor; tYz =xarac 3a,l:lapnblH xyraL\aa; 1 HaHorpaMM = 
103 nlllKorpaMM . 

_ 

EpaHXIIIVI WIi1H>K 4aHapYVA 

WIIIHr33IlT 

3M4111llr33HIi1V1 TyBWIIIH,l:I XYP3XIi1V1H Tyn,l:l SC Tapli1llrblH L\3r33C MPA WIIIHr33X Hb XapbL.\aHryVl xyp,l:laH 
6aVl,l:lar. TaplllllrblH ,l:Iapaa TmaX-Ii1V1H ,l:IyH,l:Ia>K X3M>K33 OVlpOnL\OOrOOp H3r ,l:IOnOO XOHOrr XYPC3H 6aVlHa. 
MPA oprlllIl KOHL.\eHTpaL\1i1 (Cmax) epaHXIIIVI,l:Iaa 0.5-3.0 Hr I Mn-Ii1V1H XOOpOH,l:I x3n63113,l:13r, CmaX-IIIV1H 
,l:IyH,l:Ia>K X3M>K33 1.5 Hr I Mn, H3r SC Tapli1llrblH ,l:Iapaa. 

Tapli1llrblH Tan6aVlH YP Hanaa 

MPPA-IIIV1H KOHL\eHTpaL\Ii1V1H xyraL\aaHbl TanaB 6aVl,l:lan,l:l Y3YYI13X Hanaannli1V1r YH3n3XIi1V1H Tyn,l:l DMPA-r 
YP,l:l ryH 3CB3n X3BnlllVl,l:l apbcaH ,l:IOp XIIIVlC3H. MPA T3BWHIIIVI KOHL\eHTpaL.\1i1 (Cmin; 91 ,l:I3X a,l:lep) Hb 
Tapli1llrblH xoep 6aVlpWIi1IlTaVl 1i1>Kli1n TeCT3V1 6aVlcaH Tyn TaplllllrblH Tan6aVl Hb >Kli1p3MCn3X33C xaMraanax 
3M41i1llr33HIIIVI YP HeneeH,l:I cepreep Heneen,l:lerryVI 60nOXblr xapyyn>K 6aVlHa. 

TapxaIlT 



MPA-L>1VlH CL>1VlB:mrL>1VlH yyprL>1VlH x01l60m AYHA>Kaap 86% 6aVlAar. MPA x01l60m Hb L>1X3B4113H CL>1VlB3HrL>1VlH 
allb6YML>1HA TOXL>1011AAOr; SH8G-T MPA x01l60m VYC3xryVl. 

6L>10TpaHccpopMaL\L>1 

MPA Hb P450 cpepMeHTL>1VlH HSllssrssp 3m3HA Maw L>1X MeTa6011L>13MA OPAor. TVYHL>1Vl MeTa6011L>13M Hb 
toYH TYPYYHA A L\arL>1par 6a / 3CB311 rL>1H>KL>1H X311X33HL>1Vl 6yypam, aL\eTL>111 6ymL>1VlH allAarAall, 2, 6, 21 
6aVlpllall AaXb rL>1APOKCL>111>KL>1m 6ytoy 3Ar33p 6aVlpllallYYAblH HL>1Vl1l63P33C 6YPA3X 6a YYH33C 1O-aac A33W 
MeTa6011L>1T yycr3A3r. 

YCTrax 

DMPA apbcaH AOOPX TapL>11lrbIH TYHrL>1VlH L>1HTepBallblH TsrcrSllA (3 cap) MnA-L>1VlH YllA3rA311 KOHl.\eHTpal.\L>1 
Hb epSHXL>1VlASS 0.5 Hr / Mll-33C 6ara 6aVlAar 6sresA 3H3 Hb SC X3P3r1l3CH33C XOVlW - 40 XOHOrL>1VlH Aapaa 
L>1113pXL>1Vl 6011Aor. VlX3HX MPA MeTa6011L>1TYYA Hb rlltoKypOHL>1AblH KOHbtoraT X31163P33P W33C33P flmapAar 
6erseA 3SBXSH cYllbcpaT X31163P33P flmapAar. 

WyraMaH 6aVlAall/ wyraMaH 6yc 6aVlAall 

H3r YAaarL>1VlH TYHrL>1VlH srsrAsllA YHA3C1l3H SC-L>1Vlr X3P3r1l3CHL>1Vl Aapaa 50-150 Mr TYHraap X3P3r1l3X3A 
wyraMaH 6yc 60110X HOTomoo 6aVlxryVl 6aVlHa. AUC 3CB311 Cmin 6a MPA-L>1VlH SC TYHrL>1VlH XOOPOHAblH 
xaMaapall wyraMaH WL>1H>KT3Vl xaparAa>K 6aVlB. TYH H3M3rA3XL>1VlH X3p33P CmaX-L>1VlH AYHAa>K X3M>K33 
ssp411erAssryVl . 

T3M433H 

6yx YHA3CT3H flCTHbl 3M3rT3Vl4YYAL>1J1JH AYHA DMPA-r SC-L>1VlH YAL>1PAllaraA xaMpYYllcHbl Aapaa MPA-L>1VlH 
cpapMaKOKL>1HeTL>1K 6a / 3CB311 AL>1HaML>1KT TOAOPXOJlJ flmaa rapaaryJlJ 6011HO . MPA-L>1J1JH cpapMaKOKL>1HeTL>1K / 
AL>1HaML>1KL>1Vlr A3L>1J1JH 3M3rT3J1J4VYA3A TycaA Hb XL>1J1JC3H cYAamaaraap YH3113B. 

6L>1eL>1VlH >KL>1HrL>1J1JH HSllSS 

6L>1eL>1VlH >KL>1Hr33C xaMaap4 SAYANA PRESS-L>1J1JH TYHr TOXL>1PYYllax waapAllararyJlJ. MPA-L>1J1JH 
cpapMaKOKL>1HeTL>1KT 6L>1eL>1111H >KL>1HrL>1J1JH Hellssr 3M3rT31114YYAL>1J1JH H3r X3C3rT YH3113B (n =42, 6L>1eL>1J1JH >KL>1HrL>1V1H 
L>1HAeKC [6>KVI] 18.2-46.0 Kr / M2 xooPOHA X31163J133>K 6aJlJB). MPA-L>1111H AUCO-91-L>1J1JH X3M>K33 8MI 
aHrL>111allA women 25 Kr / M2,> 25 - S30 Kr / M2 ,> 30 Kr / M2 aHrL>111ama1l1 3M3rT31114VYA3A 68.5, 74.8, 61.8 
Hr-sAsp / Mll 6a1l1B. MPA Cmax-L>1111H AYHAa>K X3M>K33 8MI women 25 Kr / M2 6yxL>1J1J 3M3rT3J1J4VYA3A 1.65 Hr 
/ Mll, 8M I> 25 - s30 kg / m2 6yxL>1J1J 3M3rT3J1J4VYA3A 1.76 Hr / Mll, 8MI> 30 Kr / M2 6yxL>1J1J 3M3rT3J1J4VYA3A 
1.40 Hr / Mll 6aJlJB. TYC TYC . MPA T3BW (Cmin) KOH4eHTpa4L>1J1JH xfl3raap 6a xarac 3aApallblH xyra4aar 3 
8MI 6YJ13rT3J1J Xapbl.\YYll>K 6011HO. 

Cl>apMaKOKL>1HeTL>1K / cpapMaKOAL>1HaML>1K xaMaapall 

Cl>apMaKOAL>1HaML>1KL>1111H VYAH33C sHArSB4L>1J1Jr Aapax xyra4aa Hb 3M4L>1m33HL>1J1J MPA KOH4eHTpa4L>1J1Jr 13 
AOllOO xOHorL>1111H TYHrL>1J1JH L>1HTepBallblH TYPWL>1A xaArallaxaac xaMaapHa. 

5.3 3MH3113yJliH SMHSX alOymyJli 6a1l1AllblH M3A33J1311 

3MH3J13yJliH 6yc ersrASll Hb atoYllryJli a>KL>11111araaHbl cpapMaKOllOrL>1, TYHrL>1J1JH AaBTaH xOPYY 4aHap, 
reHOTOKCIiIK 6a XOpT xaBAap yycr3x 4aABapblH TallaapXL>1 YllaM>KJlam cYAamaaHA YHA3C1l3H XYHL>1J1J XYBbA 
oH4roJlJ atoYll 3aHallxIiIVlllA3rrYJIJ 60110xblr xapYYll>K 6aJlJHa. MeAPOKCL>1npOreCTpoH a4eTaT Hb aMbTAblH 
HSXSH YP>KIi1XYtIlA cepsr HSllse Y3YYllA3r 6erssA >KL>1P3MC3H yeA X3P3r1l3XL>1t1lr XOPL>1r1l0A0r. 

6. 3MIiIJlJH TYxaH 

6.1 List of excipients 
MaKporoll 3350 
MeTL>111 napaXL>1APOKCL>16eH30aT (E 218) 
npOnL>111 naparL>1APOKCL>16eH30aT (E 216) 
HaTpL>1J1JH XllOPIi1A 
nOllL>1cop6aT 80 
MOH06a3L>1K HaTpL>1J1JH cpoccpaT MOHOXL>1ApaT 
):\oAeKarL>1ApaT HaTpL>1t1lH cpoccpaT 
MeTL>10HL>1H 
nOBIi1AOH 
PH-L>1J1Jr TOXL>1PYYllax AaBCHbl XY4L>111 6a /3CB311 HaTpL>1J1JH rL>1APOKCL>1A 
TapL>1mblH yc 



= f'! HH HI.,pn 
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6.3 Xa,Qranax xyraL\aa 
3 >t<IIIIl 

6.4 Xa,Qranax rycra.:1 ypb,Q4HnaH c3prH.:1n3x apra X3M>K33 

Xsprsr4l11H,Q xa,QraIl>K 60IlOX XSIl,QSS>K 6oIloxryVI. 


6.5 Xa,QrananT, caBHbl WHH>K 4aHap 

SA YANA PRESS TapIIIIlrblH cycneH3111V1r 0.65 MIl arYYIlCaH ypb,Q4l11IlaH TapbCaH TapIIIIlrblH X:m63p33p H3r 

TYHraap CaBaH,Q HIIIVlIlYYIl,Q3r. TapIIIIlra Hb 6ara H~rTpaIlTaVl nOIllll3TIIIIleH nOpT 6a XaBXIlaraap 63XIl3r,QC3H 

L\aXIIIYP>KYYIlCaH AISI Type 304 33B3p,Q3rryVI raH 23 X3M>Klllr4T3V1 HIIIMr3H xaHaHbl 3YY 6yxIIIVI wyraMaH 6ara 

H~rTpaIlTaVl nOIllll3TIIIIleH IlaMIIIHaTblH ycaH caHraac 6YP,Q3H3. 

5arL\blH X3M>K33 Hb: 

• H3r Y,QaarlllVlH caB 

• H3r Y,QaarlllVlH 200 caB 

6yx XaVlpL\arHbl X3M>K33r sap>K 60PIlYYIl>K 60IlOXryVl. 


6.6 Xor xaSlr,Qnblr 3a.:1nyynax, 6yca,QTa.:1 XapbL\aX rycra.:1 ypb,Q4HnaH c3prH.:1n3x apra X3M>K33 

3SBXSH H3r Y,QaarVIVlH X3P3rIl33H,Q sopIIIYIlar,QcaH . 


AIlIIIBaa aWlllrIlar,QaaryVl 3MIIIVlH 6YT33r,Q3XVYH, xa~r,QaIl MaTeplllaIlblr OpOH HYTrlllVlH waap,QIlara,Q 

HIIIVlL\YYIl3H YCTraHa. 


7. MapKeTHHrH.:1H 3eBweepen 333MWHr4 

Pfizer Limited 

C3H,QBIII4 

KeHT 

CT139NJ 

H3r,Qc3H BaHT YIlC 

8. MapKeTHHrHHH 3eBweepnHHH ,Qyraap-(yy,Q) 

PL 00057/1093 
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