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5M0GOL Md0gJAL FoMdmoygbl Lodo®mzgurml dGMmdol, xsbdMmgEmdol s bLmEosSE OO
©5330L  BOdoboLEBHMML ]399 YdMYdsTo  dgmaxzo  LBLO3  ,LsdgoEobm  bogddosbmdols
93790000900 BosggbGHm®.

3©oE0L  doM0mMs© 30mb3sDg  3sLbgdol  Fmbodm3zgdws® d998s3Ws  SYOOGMOIXO
3639000960900, OGMAWol 9g039mdomsg dglfageoe 0dbs {odwol s BIMTo393GHYIo
15gd0sbMmdOL MY oMgdol LolEgds s Fodwol bomolbol 3MbEMmMEOl Lobgwdfonm
36OHMaM530L JoMrN3o.

3 Podarol botobbo, gx39d@0sbmds s MLogMmmbmgds - o900l bmyso  bsGolbbmdmogo  dsB3969dwol
239BLsBM3MOL 3 doMomoo 3MI3MBI6BH0 - 9005MYOMWos BLMBEOM X9BEIEZ0L  MEYIBOD00L, Fodwrol
L5gM5FMOHOLM FoMgayeo®mgdegdol (EMEA- 93030, FDA- 53d) dog®

Lobgadfogm 5900 bsdLabwMO | 9539dE0BMBOL 5MOEHOL sbysM0To
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35693009390 LobGgdolb, dosMm30L s sOLYdMEo 3HgbwgbE0gdol AsbsdoMmdgdgwo
399 BHMM9d0L Fgbslifogwrs 9OEHOL X3RS §9dmoyghs 5oL Lbgsaolibgs dgommeo:

> 9MbgdMo L59Mm5IMHOLME 9d009dv)o 365gdBHogzob, 3900 50b9d0U,
U3ObIMEHIOOL 2o36MdS s 965¢P0BO;

> BO3sMINGdMH030 35BOLY S FoMGYI0M9gdgeo bmMHTGIOL 565¢0B0o;

> 8mbs390ms 35Hgd0L sBserobo;

> 530bsblmHo ©M3d96Es300L 965¢P0BO0;

> 399m300b3900 5 990Gl Md09dEHYOMsb (GgLodsdol 3olmbolidyqdge 306M9dmsb)
0b@9M30900.

1.4 s5mo@ol 99Bm©3s

LodoMmM39wmTo 56 5MOL EBIMYOEO BoMTS3MBYTbYL39wMdOL  LobBgds, GMIgeoa
0535300090905 o900l MoMgmzomo 96 339MGomo  Imzwgbgdol  gaMm3zgdslomsb,
399m3w9gbslimsb, 985190, ImboEHMm®obyls s 369396(300Lm9b.

9mbs399900 Hodwol A39MHOMO s YYoMYmBomo* dm3zwgbgdol dglobgd 56 sOBYdMBL. Lo
»Q05935Q0900ms  3MbBHMM@OoLs s ghmzbmwo  xsbIOGmgEmdol  396GH®oL*  doge
U3o30Mbs6M9d0b  HoMmdmygbow  gmzgmmz0m6  bas6M039dd0  BodloMmgds  Hodwom
06@™gbozsgool 99gdmbgzgzoms MomIbmds, 9B MdolL dsh396989wo  0bEHMILOZsE00L
d9000b3935d0, mdEs Homdmygbown 9690089300 56 BoduloMgds 0bEMJLo3s300L BMLEHO
90D9H900 - EMBOL 2500FMdYOS, 339MPOMO INZgbs, MOMYMBOMO 9BIJHo.

56 5MLYIMBL  BMbs(399900  5TIMESBHMOMIWO 35309630l 83Mbsmdol  dgliobgd,
O3gbsg 909603690m©s JgLodsdolo »oMYMBOMO b 39MOMO M3 bgd0o Lsd3MEMborm
bodmoegdgdom  93MMBowMdol  d99ao.  FgLodsToLL©,  9BYIGH0BMdOL  sMOoGEO
939005 89L5dEgdEMdSL J0oMl, A595B50BMb s Fgoxslmlb §399sbsdo sGBYdMEo

B5635393GIW0 3OHMOMIGHOL MBsBODBMGdIOL dsB39b9dwgd0.

4 0o0mol 2396Momo  AM3zwghdls s eMymaom Bmzwgbgdl dmGol gsblbgsggds Jg8wgyos: bmysws,
3390000  3mzgwgbgdol  Lod3GHmdgdo  BsB3zgbgdos  353096(3gdTo  adarol  Fmbdotgdols  gdamd s
239335¢0LfobgdMEos  Ggbsdsdobo Fodwol 0bbEHOMIzo0m, bmwm wsBymgomo dmgwgbgdo (adverse drug
reaction) 5oL oL 339MHEOMO M3 gbgdo, MMIgdoz LIMOMDBMEo bolosMOLSS s Fgbodwrms 35309630l
Lbogmabwobmgol bsdodo ogmb.

Lobgadfogm 5900 bsdLabwMO | 9539dE0BMBOL 5MOEHOL sbysM0To
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1.5 9gx35LgdolL 3MoGHIM0MIgdo

5MO0GOL  Xaxds dgxobgdol  3M0EIMH0TGIOL  goblab®zMmOLLl AsdMoygbs Lbgosalibgs
©M3M39635305 s 0bxMmMTs300:

35M35393G 0 3MMENMIGOL 3609 35G39E 3MbEGHMMEO:
dmdd90 b5356MbAEYdM, FoGYMEXOMIOIEO 5J3Jd0;

9360®3m3obooL 593H900 s AI6OWgd9d0;

Abmiom  x9b6s330L  MmMR60BsE0s, 93MM30L  [odwol Losggbdm - LogMmsdmMolm
500560900 Q5006900 (GMP, GCP, GLP, GPVP);

ALmgBom X obo330L MGYs60BoE0s - 33¢093900;

589, 936Mm30L J399bgool Hodwol gHmazbmwo FomgymEomgdagdol doge godmygbgdmwo
15939009LM 36M59G039;

B5MI5393G 0 3HMEONMIGOoL 3@ dsM3gd 3bEGHOMmO:
dmgdd9g0 b5356Mb3gdM 59Egdo;

589, 936M™30L 93996900l {odwol gMHmabmwo FoMmgymEoMgdagdol doge godmygbydmewo
L5 39009 305JGH03S;

B56MI5393GIWo 3OHMJGHoL 0bL3gdEH0Mmgdol 36396305 s BIMTs393GWIWo 3OHM©JEHOL
0bL399dGH0Mg00l LsgMSIMOHOLM M9BSTIOMAMBD;

OECD - 930bm303m600 0565930003 mdol o 296300560930L mEsboBsgool 33erg3900 ©s
dodmbo3900;

AbmaEom  x9bo330L  MmORb0BsE0s, 93MM30L  [odwols Losggbdm - LsgMmsdmMolm
500560900 35006900 (GDP, GPP, GPVP);

Lobgadfogm 5900 bsdLabwMO | 9539dE0BMBOL 5MOEHOL sbysM0To
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2. DMy5000 06xMMHI5305

Lobgemdfoxnm  3meo@ozs  BsM3sga3@deo  d0dmd3g3ol  bEBgOH™mdo  0m35obfobgdl
98993060,  MLegOMbm s  boMolbosbo  Bo®To333GMo  3OMJGHOL  SOLYOMDSL

Logo@mnggermdo.

fo0ol  989JGH0bMds 5393006093 os  Fo9wol  LBoMygdgwmsb,’  MLsgMmbmgds
MOMYMBomo  dM3g6gdol  9MMLYGOIMISLMB,  bmerm  bsobbo - 0©IbEGHWOMdOL,
50MgbMdMH030 98500396crmdol, Lodobol, JodomEmo s doMmEwMYOM©O 3m33Mby6EJdOL
256353390l bEobsM G096 Tglsdsdolmdsls 4o9erollbdmdl.

Lodommzgermdo foderobls N 39353933 vI0 b5gdd05bmdOL 30G030b
39635bmM 309090905 LodoMmM39w Ml IOHMAOL, KX6AMMIMBOL s LMEFOSWIMHO o330l
L5doboLEBHMML  LoliGgdsdo  Fgdsgsewo Ll  ,LsdgEOE0bM  bsgdosbmdol  MgymEwomgdols
LooggbGHM ™.

Loog9bBH™,  15dd056MdOL  LRIMMEID  godmBobscy  HoMmTmoyabl  Fs3mbEHOMEgd
MOHQ0bMU.

LodoMmM39w Ml 306MmbIYdMd0m IAJBoo [aom LosagbdHm, msgzolbo 3ma3gdEgbaool
RoMYq0do,  LodoOmzgemb  Jng  BHIMO0GMO05DY  SBMOEF0IWIIL  B0DBOIZMOO o
099H0EOWo 300900l BsdgoEobm, Lsgdodm, bsdgoEobm—-bmaoswmemo 94udgmEobol,
Podols o BMTS39I3GIo  LdJosBbMdOL  Lobgwdfomm MY MEomgdsl,  SaMgm39
LodoMmM39Wml  15356Mmbdgderm @y  396MbJ390gds6)  5dBHYd0MS @S YO GOOM
390350bfobgdme bbgs Miwgdsdmboggdgdl.

L59M5dMOOLM  BEGHBIMEHJOOL s Lomzgmgbm  3MogdBHozol  domzswolfjobgdom, 6
doM0omOEo 360063030 bl 293w gbsl  BIMT5393GHIWO  3OMONIGHOL  bsGolbby,
98399G056mB5B5 5 MLOBOHPHBMYGOSBY, 515939 LOoBM0sdM IMALObMYdSBY.

> GMP - 3560 Loffo®dmm 365d3H03s 9ol bobgds, HmIgwos MbMmbzgwymal, Hma
R56M35:393G¥I0 3OHMOYI305 FoMmdmgdeos s FoMdmgdol boeolbo 3mb@Mmmegds
0o6M8mqd0l  bBHBIMEGHIOOL  Tgusdsdolo. Lsfo®Bmm 3GMsgd@ogzs MHBOMb3gLymal
obgmo MHoL3gdoL FgdEoMgdsL, o3 oM Fgodergds S0IMBb3MOW 0dbsls Lodmemm
36> dBHoL GHgbGHoMmgdom.

> GCP - 830Mm35393¢vo 30Mmomddo dobo 99ddbols 990pamd gowol 3arobozwm®mo
330930L 933l 353096(39080. 3960  3wobozMMo  3ModBHo3s Mol LolEgds -
L59OMSTMOOLM  gOZMNMO s  Bsdg3boghm  bsMolbol  LEBOEO, MmIgeos

> 553500900L  308@0bsMgmdstby BoMT393B IO 3OHMEIGHOL  @sIdomo  bgdmddgwgdol  dgsbogdmero
09009000 5600 Bomolbol dobsbosmgdgwo.

6 35M353m390L  bBBPIMGHO (1393083035305, BASGO0S, TMbMAMIB0s, EOMIPI0MO  BMT53Mm390L  bLEASG0S,
3996039960 30MMds) — BoMT5(393G IO 30N JEHOL boMolbol Bsbsliosmgdegdols s dsmo dsbaLIBLIMIwo
9bose0Bol Igomgdol sabsbzgwo M3MgbE 0, HMAguog baMolbol Fggeligdol Logwmdzgwos.

Lobgadfogm 5900 bsdLabwMO | 9539dE0BMBOL 5MOEHOL sbysM0To
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dmo3ogl 3obozw®mo 33930l BMMI0MIISL, ©M3YIG6EHMYIL o SBYIMOTYGISL.
L3obIMEH™E Tglodsdobmds 0deng3s 0dob QoMBE0SL, MM 3530963HJO0L MBEGdYdO
@5 MLORFODMHMYdS I(3E0, bergm 3000603100 33eg30L dmbsEdgdo Lobom.

> GLP - 3300930000 050MmM5@MM00L bo®olbol 8s6rm30L 3mbEMMEol LolEgds.

> GDP - §o00mopqbl Lomzgmabm 36od@olsl, Gmdgmog MHBOWb39wymal, Hmd
36MmJ30s  0bsbgds,  GHMBL3MOGH0MIdS @O IS BIMTS(393H) IO
36O GoL 0bbGmwJzo0m 393350bfobgdmwo 39M90m 3001900
U3obIMEHYOMB Fglisdsdolsc.

> GPVP - g563530mB9059b9003900md0b Loli@gds mBembggwymal odwrol MLsgdmbm
3990996900l 8mbo@BMmMobal 353096¢9dd0.

> GPP - 3560 ULoogmosdm 365d3Ho3s, MHmIol dobggom yzgwms  36sd@EHolzmbo

R9M353933H0 39 JINY0s  MBOHNBZIYME  Losgmosdm  dmdbobMgdol  dowowro
bsdolbo.

00090 Bobgerddwgsbgwm 30063030 499moygbgds BsMT>39I3G IO 3OMEYYJEHOL 369
56 30l 85639 3MBEGHOMEOL gobbmM0gwgdolsls:

GMP (30620 Lofoedmm 365d3H035), GLP (35630 @sdmMs@m®omwo 36Msd@ogs), GCP (3560
3w0b03MM0  330g35)  Lobgrddmzsbgwm  3G0b3039d0L  4sdmygbgds  pPuderol  8sYBsH by

8500b3cm5009 bgbs.

psdcrob Ggscrobsgool @s Geabdst980l 9hs3b 3538060905 GDP (356030 obGModwEools
365943H03), GLP (3560 @5¥MOSGHMOOIO 365943H03s), GPVP (3560
RoM353HYsdbg3gemdol  3M5JBH030),  GPP (39630  Losgomoosdm  305d3H03o)
Lobgeddm3s6gwm 300b63z03900.

6 d0Mm0m50 Lobgrddm3s69wwm 3MH0BE0306 LogdsMmMz9 ™l FoPOMWO S SQOSMOXIWO
593L  3503mboBs3gool  LogHmsdmeMmolm  3mbggMgbiool  LsddbGmo3z0  39MR0  Jwobozwm®mo
365d3030L (GCP) Lobgerddmgzsbgarm;

J390mom  dmEgdwo  3bGowo  (omBmogbl  LodoMmzguml  dogh  LsgMmsdmemolmo

50056MJOMWo  1s39mgle  3MJBH03MNo  Lobgwdde3sbgwmgdol Im3sL  Mgameocgdols
3530910 H0TBME9dOL 3 JoMHOMs© Bw6J30sLME dodsGmNgdo:

Lobgadfogm 5900 bsdLabwMO | 9539dE0BMBOL 5MOEHOL sbysM0To
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300 2.1: bogser390Mlb 0gH LoGMHPSTMOOLMO 5VOMYINEO 1554939009LM 3Mr15gdBH03MWO
Lobgedd3z969@mgdol Im;33o

36m39lo GMP GCP GDP GLP GPVP GPP
LEoboMEHgdol 99999353905 v x x % x
956929069390 0bLEMdgbE9d0L 993mTo390s % v x x % «

L3obIMEHIOOL LOEZ9©
LEObIOEHIVOL IE30L dMBOEMGObyO x V/x x x x x

- LoddMEM FoMmTMoAIBL  bEHObPIMEHIOOL og9adow b3l 2016 Ferosb -
LodoM39w Ml 8mozMmdol 2010 ferol 16 bmgddmol oygbowqds Ne349;

v - LoddMEM FoMIMogbli sbgMFOw LB ObEIMEL;
%X - 103dMEM FoBdMdYqbL LEOBEIOEHL, H®MIGEOE 56O 5HOL bYHHO0;
V% - LoddMM FoMTMOYIBL BIMHOwO BEBIOEHOL Jobgzom b9dsOM30L o370l

999003md 39MH0mEdo  3sbbmME309wgdMe ImboGmMobyl - Bo@smgdmmwo 0bldgdGomgdol
©505¢0 LObBA0MY s MHOLZOL FgRLYdIOL TYJNMEMEOMAOOL SOIMLYGIMDS.

2.1 §59¢m0ols s B3M3o393Gvero Lsgddosbmdol Mgameo®mhgdols Jodmbowrgs

LodoM39w Ml 396MbAGdI MBS Fodarols s BoMTs393G 0 Logddosbmdol dglisbgd Imo3o3L
LodoMm39wml  3b6LEHOEGME0SL,  Logdo®mzguml  LogMHmsdmemolm  bgedn3mrvegdgdls s
d9056b39d9dL, Hoderol s GoMmTo:3933 0 Logddosbmdol Tglobgd Lodsemggarml 356mbl s
bbgo 1s396Mmbdgderm, 356mbJ3980gds0g bea®dsEHore 5g@Hgdb.

2009 9l §o9e0ol s BoM85:3933E0 bogdosbmdol 306mbdo 360d3zbgwrmasbo (33e0gdgd0
3930005, HMIGd03 05BOBY 3063169b300L oML Olobogs dobboc.

396mbdo s6HLgdMEo dBoM0YMHGOOL IMbLBS 2 doMHOMI© BTSN GISL ©935300M©IOMO.:
> BoMIs393GM0  3OM©J3ool  083mOHEGHOL  29TsMGH0390s  sbowo  M195039d0L

999m0930b 5 B9MB5393G 0 30 EHOL MYFoLGMSG00L FodstEH03900l 3B0oo;
> 130M035:3933¥0 15dd056MmBdOL IHYgOOL B EH0390L.

Lobgadfogm 5900 bsdLabwMO | 9539dE0BMBOL 5MOEHOL sbysM0To
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3309090ds 0900035996900l 033MmMOHGHOLM30L  sFglgdMEo  dM0gMgdo  (f3mds
9fom3mgderol  bomolbol LgmEoxk03s3gdbg) dmblbs s 3m33s60gdl 0d3MmOHEGHOL  MBOH™
BoOOM  FgLodEgdemdgdo  obs.  LO3BMBIIdM  (33¢P0EgdIOTS  ISMIAIOMS
990035996@9d0L  083mOHGHMB 39530060900 3OMIWYIJO0,  MOL  FIOIROWPIG
2963539330 3OMEOMIGHOL 033MOEGH0 450DsMS, M3 J390Mmm IMEgIME 3M95303Bgs
BoBg9b6900:

30553030 2.1.1. 35635393G M0 36:MmwYdEHol 0d3memEo 2010-2013 {ergddo (dewb. USD)

150353930 3OHMm©IEol 033mOE0

(@gwb. USD)
350
300
250
200 —
150
100
50 !
0
2010 2011 2012 2013
2010 2011 2012 2013
H 00Mgdv)engds 213.9 215.9 281.7 343.0

033G G0l GgLodegdEMmdIO0 0B §odwols 5005MGd0M0 M1g100l s 390035d963d0l
3565E9MH0 033 EO0L ©5I39000m.

LodoMmM39WMl  dsDsMDY  BoMTS393GIWO  3OMEYIBHOL  Lobgwdfogm  MgoLEMmsE00L
S5005MYBO0MO  Mgg0do  AddM0Yghgds  LodoMmzgeoml  8mezM™MdoL s E)boEgd00Y’
396LYBOZOMEOo bbgs J399bol 96 Lobgwdfogmmsdm@molo BsMmTo393GMEo 3OHM©YJEgdol
95692069090 LBobgdfoxzm  MmMYsbmgdol doge  Fgbsdsdol d3BIOMBY 33900

B5635393GIW0 3OH:MOJEHOL J0dsMo.

50 mMQobmms Blbs dmoEegl 93mm3ol  Fodwol  Losgygbdmlbs (EMA) s Lbgoalibgs
93630 J3996900L, 939, 5dd-0L, 053mbool, 53BEHMS00LS S SHsWO Bgwsboool,
LodbOgo  3mEGol,  oLEmOYOL  BoMgRIWOMGOI  MOYSBMYdL. gb  4MEEOlbIMdL, “™I
360 1dBHgool  MgaoLGHMs30s  dgbsdwrgdgwos  dglsdsdolo  J399bols  BotrgyEoMmgderols
§0bolHom0o 50056900l Loggrdzgubyg s s8olm30L IFoMTMYdEol doge 453990 boGolbols
L9YOGH0RB0353H900 LEFOOM 56 SGMOb.

7 bagoOmzgeml dmagmmdol 2009 Ferol 22 md@mddcmol aygbowgds Ne188

Lobaem3Hoa3m 5900¢E 0L LsALOLUEHO 05b6Md0L 59O EHOL 9BASGHOT0
JLOPOBM 57JQO0EG) ) IBIIO W) ()
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53556, 396mbAYIMBOL (33000 YdGdTS 359I MMO0 0IZMOGHO I35 S dDBIMDY
5MLgdM J0dfMEYdEgdL 0lgmo 3MHMOYIIEJOoL 0d3MMEHOL L8 sEgds dolEs, MMIgdoEs
0530530639¢35 033MmOGH0MEMTs ©9339 9MJFOLEHMOMS.

3M58030 2.1.2:3 H930LGHM0M9do 3900359963900 2009-2013 Fengddo

6930LGM0MYdMEOo 9000359963900 2009-2013 figrgddo

3,000
2,000
2009 2010 2011 2012 2013
2009 2010 2011 2012 2013
L 56M920LEM0MYdo 968 1,679 1,985 2,520 2,881
H 96Hm36wmo Gggodom 966 1,427 1,682 2,167 2,346
H 500560900000 9508000 2 252 303 353 535

Oy ©smgaob@®omgdmwo  Hgmhmgbrwo Gggo0om B o@os®gdomo Hg:0000)

00306 GHOL  JgLodwgdMdgdol  253oMEGH03905L 3538060 Yds  botolbol  Lobgwdfozm
3MbAHHMol  M950d900L o850 3H039053: 2009  fiemsdg  ,L593Obsem  BsFogdgdol
bsG0olbol MBOHMB39YmBoL MYasdgbEszool globgd™ 2 dGdsbgdom, goblsbmz®mwo ogm
159399Obsem LMo gdgdoL boolbol Lobgwdfoxzm 3mbEMmemol Mgg0d900: Fobsbfsmo
3MbGHHM0, L35I bYHOYIEO 3MbEGHMMMO, 99ymdo F9MBI3000 3MbGHOMEO
Bo5MBOGHMOM 3MBEGGMEO.

©O9oLb  dEAMIsMgMdom,  Imddgo  396MmbIgdMdOL  Fglodsdobo,  Losagb@m

MRE905dMBOEI0S  gobobmM09wml dbMmEMmE BsMTS393GIo  3MMmEdEol dgMBg3000
3MbGHOHMo.

J390mm dmEqvwo 3655303900 FoMdmoygbl 0bxgm®mBs30sl 3900359963900l 033mMEH 0L
d9Lobgd AFoMImMgdgeo s 0d3mOG0MMOo §394bgdol dobgzoom:

8 2653030 9h39690L  TbMMm©  0bgmo  FoMTS3I3AHNIO  3OMEYYIEHIOOL  Mom©IbMdLL,  MMIWwgdo3
MIROLEGHMOMGIMos  Fgbsdsdol  fangddo s MYRoLEMOE0s  doewsdo oz 2014 ol 1 ogwrobol
0003 M3oM9md0m, dglsdsdolo Imbsgdgddo 56 dmbzbgb oligmo BsMTo393GHMWo 3MMEMJEHJoo, OHMIgEIdo3
©MIROLEGHMOMEbI6  TgLodsdol  fargddo dizs 2014 farol 1 03¢olol  dEymdscmgmdoo  MgROLEME0S
239999990050 56 Fg9hgMom.

9 bgoOMz9E ™l OGMI0L, XIBAGIDIWMBOLS s LMEFOSWMEO s330L JobobEBH®MOL N141/6 d6dsbgds

Lobgadfogm 5900 bsdLabwMO | 9539dE0BMBOL 5MOEHOL sbysM0To
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8M58030 2.1.3. 39000359963)900L 033mOGH0 FoMdmgdgwo 3946990l dobggzom 2012-2013
fieegddo (396de dgbyoggdo)

39000359963 700L 033mGHE0 AFoGrdmgdgwo J3ggbgdols dobgzom
2012-2013 femgddo (396dm 9lyozgdo)

140 137.3

120

100

[}
> 84
§ 80
5
& 60
2
299 280
i 272 225
E 2 0 150
&
ER0 —sm——
& OB&&& S &F & & &£ .&°
@%—‘9 O ‘5’@ <b@ é‘& ¥ & & & @@ S ¢ & s &
‘@gvod‘?nﬁo*(sbéo%@@o&%‘b @@&3\3&0\’%}?"
Q"D Qéb @0@ ) S ‘bo (<§0
@O RS <00(0" ‘5& @%
\55 (90 o) S§)°
o S S

858030 2.1.4. 83000359963 gd0L 0d3meME0 d98md@sbo Jagybgdol dobgwozoo 2012-2013
fiewgddo (396d dgbyoeggdo)

3900035996¢3900L 033mMEH0 d90maEHebo g3g9bgdol dobggom 2012-2013
fizegddo (396dm Bligoeeggdo)

100 97.8

83.5

29.6 291

LR T o e

&° S S S S

&S Q? “P ‘0"9 & é‘° w"@ é"% «© @° @055 O @“5 &
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890035996@9d0L 36m>B30L Jglobgd 306039 X AMRBL J039m369dwo Hodwols MHgswobsiools
MR3Eqd0l dJmbg 53GHMM0BYOMO s FbD Q509BIBOGOMEO 58300057930 6.

2013 §gaol  Bmbo3gdgdol 8omgds dmbs  Ym3z9wm30Mo@ - By bGHMId  HeromGa
dmbs39dgd0 dbmerm 300 ©sf9gbgdmgdosb®” doowm, 35806 GMEILsE MJaoMmgdols
Lo539bG™ML  35Bsdo 2013 fiewol 1 05630M0L ByMIsMgmdom  MgaoLEBMOMdMEos 539
©5{19LgdMgds, IMIYOLSE 9d300 B3gEosWE 3MBEHMMWL 9390 YdIMYdMo Fodwrols
695c0B300L BxdsMMZs. FLodsdolo®, LosRIBEHML 56 A59Bb0s BMLEBHO dMbs3zgdgdo dmddgo
53GHMOH0DIOME0 59300054930l H5MEIbMdOL Tglisbgd.

39b6lb35390000  53GMMODBIIMWO  583005Jolysb,  B3gEsEOBYIME  1sgsFOHM  MBdOYIBHL
(5830005g1) LogJa0sbMBdOL sLOFYJOIE 56 JusFoMMYds bYdsMMNZs. FYLodsTOLIE LogddosbmdsL
oflygodl L35 YdME™ F9EYmd0bgdols LoxmdzgubHg. sbgmo GHo3ol s53005Jl IMgmbm3zgds
doboliGmol  d0Mdsbgdom  IYIBoEo  LboEsMma-30309696/39db039M0%  BeMIgdol

37 99L0dagdge0s BMPOIMHMO 983m00do BMBI30MmbOMGIL, Toga®od 9BRMOTYJOL 96 FoMTMoAIBL, BmyogHm
39900b393580 58330570 FgLadegdgE0s 39v1gd9dw9e0 0gmb LosggbE™LbmMz0L F9@EHYmdobadol aomgdg.
38 Bogdomm39wmb FOHMI0L, X96IMMGEMdOLS s LMEF0EIMHO 330l JoBOLEMOL dMIs6Yds Ne 387/6
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99O gds, Mobo dgdmfjdgdss bgds FbmEwm@ BMT5393GWIwo 3OMm©wYdEol dg@bBgzomo
3M6GHOMEOolL 900b3z93580 - 3@ 356039 3MBGHOMEOL 9Es3bY.

393ymd0bgd0L 3606303006 godmIobaMy, 553000540l Lobo@srvar-308096996/E9dbozmco
306000900l 899mfjdgds MgooBsz0ol ©sfiygdolsls o6 bogds. 51939, 396MmbIIdMdOm 56
5oL 40m350olfjobgdao  Lsbd309d0  sx83m0sdol  Lsbo@oMme-304096m6/Egdbozmn®o
3060Mmd900L  oMM3935Hg. 00  30MMdJdT0,  MHMEYLSE  SLgOo  BHo3oL  5BM0sdgd0
bodoMmzgemdo  sOLYOMEO  983M05dgdol  72%-U (2831 gMmgMEl) 99ogbl s Tom

69393GH0M L3930 Fo9eol HYs0BIEOOl MBEGds 5J30.

300 3.1.3.1: 65d56:0390L ©5d399JdMJOMWO SBMNOSJO

69393GH00 gobs3gdo 155396 BHML 6gdOMNZS
BMI>393G o 3OMEMIGHO 15gd3056mdobl sfiygdsby
58005J0 v X
333MM0HYOo
583000540 v v

3BmM05gdols  1bgB0sbMdsBy  6gdomm30L  go3gds 96 go8mBEobstgmdl  M9393@L
0593990905690 wo  Fodwolb 36063030056, 3960dm, dmddgo 396mbIgdemdom, ol
139(3000DYOME0  1o35FMM  Mm09dEgd0, Loss Bgds 9393300  golvzgdo  Fodwols
695000D5305 96 9939909056905 BbJdIMMZM F0MHMBYOL. o000 M>MIbMds 30 Lbzs GHodol
Loogm0osdm Hglgdmgdgdmsb 9scmd0m, MMAMEME 500b0dbs, J9E0WII0 OO S
5830005dg00L LEIODOM BomEYbMdOL 72%-b 95096l (2831 s83005J0). Mog30L FbMOgZ, Hodwrols
6950BGHMM0  b5Jd0sbMdL bs SHMOEF0JWIIPIL F9M339I IEME? Mgg0dT0, M3
33090905 0009bs©, M53YbssE M9393GH0M FobvEgdo §sdwgdo OGN 30MHMOdYdT0
396m53L9gdsls, gbobzols LoFoMmMgdl. sdo@md, $896M030L, 93MM30L J399bgdol MBgEHILMdSTo
3190 3H030L 58300054900 BsbgdsOMZM 306HMBYOL 9J399YdIYdY,

396mb3gdmdol  Fgbodsdobo@, 93EGHMOM0BYOMWO  sBM0sJol  1odd0sbMdsBY  go3gdreo
690503900 350Ms, M3 LETMOEGISL o6 5AE3L LosRgbGHML dmdogzo dmbodm®mobyo
39700l LsbgdsMmM3m 306HMdYdT0 dmddgE 9BM05gdgdl, BMIIL BMUE s Fobsbwgdo
0683035305 3MBJ30mboMGds®O  5BM05gadol s LobgdsmmM3M  30MMdOOL o330l
9pa™ds9gmdol dglobgd.
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3.1.4 56353930 Lg0056MdOL MM Fodeols Ggbsbgzolicrsh, 3560oglgdalmsb o
©OLEGHM0d3055M6 5353306900 15567dMMZM 30MMBYOOL 236MLsBOZMGMMDS

LodoMm39wmTo  sBmosdls Jgloderms JogboFml Logowrm s Lsdomwdm  MgoobBszools
MREY0S GOHNMI0Z5Q.

Lod0MIM o Logsm  Mg50DIGMEOGOOLMZOL  F9BLIBOZOMWos  FSMTS393EIO
36OHMOIEGHOL  M9oobs3ool s  dgbobzol  3oMmMmdgdo, MMIgwog  dmogeglb  §odwol
L5695 0DIF0M BoOMBL - FTHTsMJOOLMZ0L B5MB5:393BI0 3OHMEYYJEHOL 3539d0Ls
30bLben@s300L dofitrgdol glodergdeMmdom s al)gmdgdsl.

dmgdgo  396mbAgdemdol  dobggzom,  (odwol  gJudm®GH-0d3mOGDY  bgdsMm3s

1535 OEMS FBMWME B3gE0E 3MBGHOMML  ©5d399YdMGOMEo  Bsd3MMbowrm
153593930l 9JU3MOEH-033MOEOLOL.

LodoMmM39 ML 8093MMdOL AIH0Gds 6gdsMIMZgd0L 4539dol Fgbols s 306MHM™MdJdOL
dgbobgd 6  0mz5eolfobgdl ByxdsM™M3gd0L  go3gdol  ©sdM¥Y30dSE  LYdOMIM S
Logom  M95¢0Bs305BY, Y39 9 SMOL 9350 LobYdMEo BgdsO™MZs Bed3M@bogrm
153593930l EOLEMOBWE05DY, TYusdsdoLs® OLEMOdWME00L 306MHMIYOOL LobgdsGM3M
3003900199900 o6 MOl FoBLIBOZOWMO. 356mbIIOMBSTO 96 ML o6ToMEJdIMO
G®5BL3MOEGH0MYOOL  OML  FoBol  BoEowro  go356MoLYdIOL  MOLZOLRYD  Me3woE30L
153995905,  F5BHIO05M-3H)J6039M0  B5BOL  sOLYdMDS,  BHYI3IOIGHMOMO  Bgg0dol
G330V 9ME0WYGOLMBS.

Lod0IM o BOEIW™M M990 Bs30s  930MM353006MH0L  MdgBgb  J39969dd0  s8oxbmro
15gd056MB55%. LodOMIM MJoEP0BIEGMMGOOL, 01939 OMAMEME LGIXM MJSEO0DIGMEMYOOL
(6830005d900) LgJ0s6Mds LEBYdSOMZM 30MHMBYOL 9399I, 5Tobsb, QoblbZs39dgo
1569056M3M 30MMOIO0 SOLBYOIMOL MMM Lsd0MTM, 51939 LoEITM MYsWOBI3OOLMZ0L
360 gd300L 99b5bg5-396m53LgdoU, AGMBL3MOEGH0MJdOL, 695000D53056mMb
05353000900 Bs3ombgdol  ©M3dgbGH0MgdOLLL.  LBEHBIMEHIO0  IGHOIWIMS©
3960L5BL3MG0s 00 FglYIMYGBIMS S OO 1Y) BoHOINE 30OMs Bsdmbsmzgswo,
30L%93 LOEBOMIM MGoODIGHMMO SHEIBL BoMB5(3933ME0 3MMPOIGHOL M1Go0B300L -
9bgbo dgodegds 0g4zbgb Lbbgs LodomMIMm OLEHMOBdBHMMGd0, LOEITM MY ODIEHMMIdO,
300603990 ©d 0l 300900, GG Tgusdsdolo bygdosbMdOL BxdsMMZs oMYdMEO 59300.
154d05bmdoL  BHo3dol sdox3bs byl Mfymdl FoGmgamo®mgdeols dogH OoLEHMmOdY300l
X59F30L  boMolbmdMog  3mbBHGMEL - dgbsbzol,  gobmogligdol,  GHEMmIBLEMOEGH0MmIdOL,
950D 300L LE9bIMEHIOOL I330L 3MMbom.

LodoMm39wmTo 56 5M0OL IBYMPoo AMBWOM  KBPOHE30L  MMPBODOEO0L, g3BM30l
§o0cols Looggb@ml GogH 5005MYOMWo 35630 OLEGHMO0dE00L - GDP (Good Distribution

% Medicinal Products in Human Medicine Act Bulgaria; Medicinal Products Act. Estonia. Medicinal Products Act.
Slovenia.
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Practice)  UGobo®@Hgdo,  GmIgwos  BoMIs33G¢Mo  3OGmddHol  bsGobbol
1BOHMB39wymz0l 3MMmEgLOL JM-9M0d ©9d60d369wMm3569L 9ESSL FoMBmaygbl.

GDP 19bo®m@Gom 45035¢0b{obgdmemos Gmym®mE Logowrm s BsdoMMIM MYsE0BEO0L
30000900, 9939  §o8wolb  LoMgoEobozom  BsMMMdOL, dgbsbzol,  olLEMOdMEOL,
GMBL3MOEGH0MYOOL, 350980 306OHMBJIOL, FoEJM0sE-F9I603M0 dsBOL 3M0GIMOMTgdo.

GDP UL3obot@Hgool ©sa3s MBOb3gwymal old®odool xsF3ol 3mbGOmmEl s
d9L50530L5 byl MHgmdL [odwrol 4owm356MA0LgdOL Torsero MLl d9330MgdL, 30650056
020 dm0@3ogl 590l sIBoId0Esb IMIHTsMYOWdg SOLYGOIME gbsl. oMM
93939 LHmGOo  365d3H030L  ©abgMazs @s dgbmmargds 3o L3MMbsem  Bodwysegdols
bo6oLbOL 2o65bE00.

GDP 350005060l 945635039000 Lsd0om«dm ©olEGHM0dME05d0 0dwolbbdgds y3zges ol
39YINMgds s dboMg, OMIWgdo3  3930060TFo 900D  3OMOYIBHOL  BEMBLMID,
OLEHMOd(305LB,  FofMEIdLB @S FoBMIgLYISLMB,  Logoswm  MgoobsEos
31000bIMOL Bo6To(393G M0 3MMYJ300L dmTbTsMmgdIEDBY A9940ZsL, dgLlsdsdolo Falol

©HE3000.

GDP 99500506930l dglirmemgds  bgwl  fgmdl  BoMm3si393¢ o bogdosbmdols
B9sdbg39mdsl s bo®obbols  dgbscmBMbgds/goBM©sl, MHMAgwos 9moEs3l mez56
Lo30mbgdl:

> baMobbol  9sGm3s  (mOYebobogoymo  LEHOWIGHMs,  3GMMmEglgdo  OGMIgEos
MBOHM639wYmRL  GHEOBLIMOGH0MIOOL s LOHYMIYOOLLL  BIMTS393E IO
36000 99dEGob bomolbol 9bsmbmbgdsls)

> 303393963 eo 3gMlimbsgmo (3s5bboldygdgeo 3060l ©sb0d3z6s, MMdgwoi Mbs
RBWMdEIL  2obsmgdsl  BoMBo393G  LBIOMTo, ©sbsMRgbo 303393 gbGweO
3960LMbs0 s FomM0 335¢053035300L 5350 gds GDP bi¢sba®Egdol dglsdsdols)

> 096mds s $H9dboz Mo 503FM30¢Mds (B5MTo393G 0 3MM©Yd30ol Tgbsbzol o
©OoLEAM0dY(300LM30L 530 GIJO SVFMNOZ0WMDY, 3gI3gMGHMEOL S 2o6gImls
3Mb6GHOHMWwo,  doMOMOEO 90 FMZ0omds: 353036900,  3gd3geed ol o
A96056md0b LobMAgdo, Loggb@owszgom bol?gdgdo)

> ©m3dgbBHomgds  (Jmoisgl  0BLE®NMI30gdL,  3MBEHMOJBHIOL,  LssmGogbzm
©™3996@5305L s 8mbs3gdms 35HgAL, 3MMPMIGHOL oLObYEGdLL, MoMEIbMBSL,
9m0f™m 900l dmbs3gdgdl o .9.)

> 396530900 (300(m©adwol s dmdbIsMdEOL 335008035309, odwrols dgbsbgo,
©3H056900 1593OBsEM LTMogdgdOL Q9B MOYDS)

> 1sB0gMgd0, M3B  VONMBIIMEO ©S  BIWLOBOFOMPO  B3MIS393HUIO
360mdEo (Hodol 1356 ©sdMBgdoL 30HMdYd0, LEdoMBM EOLEMOdMEMEYOOL
993Hymdobgdgdo  3md3gHIBGHMO  mMQbmdo s LsdBOM  53EHMM0BsE00L
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IRWMdIWMsb  BoeboRoEoMIOMwo b LsgI3m  BsMTS393GIX0  3MIMEYIEHOL
dgbobgd)

> 805 0b6b3gdBHoMgds (GDP L3obstGHgdomsb dglisdsdolimdoll @aagbs, botzgbgdols
39903965 5 930 2o FMOL gHgdol d0gds)

> BOBL3MOE0MIDS (BHYI39OGHOHOL 30MMBIOOL 33 BHMIBLIMOEHOMIOOLMZ0L,
OMIgeog 2obLbyBO3mwos IFoMTIMGdol dogh 6 Fomomgdmwos FggmmazsHy,
g39ws 00 GHMBL3MOEGHOL 50M0Eb3s, MMIgeroi Jmbsfogmdl GHMbLdMMEH0M9ds5d0,
GMBBoGMwo  Fgbsbzol 3o gdmdol  Ggdmbggzsdo  (Hd39mo@Mob,
LOLMBMO30L @S MLOROMbMGIOL  30MHMBYOOL 2oL MPOYOIMO 9339, OLYMO
Lo@MoBLEMOEGM 50 FYMHZ0MdOL M HBEOMBlgwymas, GMIgog M HBOMblgwymal
R5MT5393GHICo  3OMmEYJBHoL  boMolbol  ©oa3sL,  BoM3mBHozmwo o
RLOJMEGOM3MEo 9ol d90mbgg35d0, dmmbmzbols dglodsdolo dmIbIsMgdeols
WBOHMB39wYmgs BHOBLEMOEMIOOL 306MdJIOL OEMEMBIOL Tlobgd)

5MLYdMWO  LEYOMSTMOOLM BEIBIOEGOM, Yzgws Lsdomwdm Im3zs3Mg Mbs FarmdEL
L5d0MYIM FM353M0L S3GMMOD(305/0Eg6BOL s 53059MmT0wdEIl GDP LEsbwst@Egdl
0d d0Bbom, MHMI Fom0 LOOLEHMOdIME0M  Loddosbmds ool Fomsero  Mob3)d06
2590000656 3mbEGHOME0MYdSO S I3 0gmb. 91939, IPoMIMIdEGd0, OMIIdOEG
SO 30909096 L3O 3OMEJ300L  EOLEHMOdMEOL, b  0Esgwbgb  GDP
L3obst3Hdb.

©OLEGHMOBdM(300L 36MgdBH030L BYMAZs MBOHMB3gEygmxl Fsdwol MLsBROMbm  As69gdmdo
9dMoMBSL. oLE®0d)300L bEobost@gdo 1535 YOMEIMS 939
©OLEGHMOdMBHMOOLMZ0U, 9o dm60b 3505 YE)MO 00936 EoL
39635bmM309egdoLm30L.  Fglodsdolo®,  Mgwg356@GH MO0 BEABPIOGHOL  ©O33> WS
©™3996@06M905 ) 3090 gobbmMEogwEs 3MMEd30ol dgyoas s M J0MHMdYdT0
1535 YOEMs. 58 Jg8mbgzg3580 dglisdsdolbo Gol3980b s6GL98m80bsl B>y gdgwls
903319350Md0lL  3Mobsodom  Fgmdewos godmfidml  ovy  Gmdgwo  J3994bols
©OLEAM0¥BHMOOLYIG QoBbMOEF0JEES 35(5WYEIHO 083MEE0, M58gbs® 5J3L 5¢bodbem
939996530  OLEAM®OBdMGHMOL  Lgdd0sbMdOL  bgdsmzs s MsdEIbs  Tgglodsdgds
360 9d300L 4bLb3539d0 FgBMm3s FoMdmgdol LEbIMAEL (dgmabbdgdmwmos mvy 56
36MHM 39O IFomIMgdgmsb b M9wg356@GHWe wo3gbbool dRwMdGWMb gJudmemEGHoME

40 356owgMo 033mMHE0 - 3FoMmBmgdeols dogH bsfamdmgdo 3OHM©YIGo, BHmIwol 3mb3Mhgdmer J39ysbsdo
033mOGH03 bgds 063G rmo  Lo3m®Mgool  IBEMdIol  (AFoMmIMGdOL, bogsFMm  worgbbool
953¢0Mdgol) 69dsMmmM30L 49M9dy. ALMBWOoMm Kobs330L MEYBOBoEOOL F6ToMEHIVOM oMoy 033MOEGHL
Dogxg®  dmoblgbogdgh  Gmam®iE  ,bsgMolygo  dsHBOOLE  033MOGHL.  0bEgwgdGH Mo LogzMEMHIOOL
53¢290900L 35FOHMDLMB ©s39380MYdMEO Sb39dBgool Fgmsbbdgds (The Trade-Related Aspects of Intellectual
Property Rights (TRIPS)) 93530m@ 53bs@gdl, M3 356Gt 0d3mMEmb ©35380090mwo Ls30mbgdo 56
qgbgds ALmBom bZ5FOHM MMYBOBsGool (WTO) ©s3900L 2505(Y3930L LOoLEHIIL s BogBHOMGsE b Lsgombo

Fborrn gom3z6e 9gbgrregdgddge ©INZ0IBLIO.
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9309496530).  50b0dbmo  Fgbodrgdgeros  gobbm®mEogrgl  3mb3MgB Mo 4399bols
9569329069096 Msb5dIOMIMO00).4

39020  oLEMOdMEO00L  3M0dBHOZOL  9MIMLYdIMdS  MoL3OL 398 5Ygbgdl  J3gysbsdo,
d09dmgd;393590 5OLYdo BsI3YMHBIEM BT IsgdOl boMOLLL. J0mdgEgl oligo 306Mdgdd0,
L3 BMR0gHMO ool BHEMmBL3MMEH0MOOLLL Hodwols 0bLEHM™MJ300m 930w gdws©
390350bfobgdmwos 3030  XoFI0L  30MMIJGOOL 33942 BEGIBIMEH0DYOMEO
36MHM(390YIM930 30 byl MHgmdl boGobbols oGN30l 2ode0gMgdsl s 3MBEGHMMEU.

b99mombodbmwo 3399 BHMMHgdoU, 93709309030 sMLgdo Bogzemgsb909d0L
390350b{069d0m, BoMT>393GWI0 Logddosbmdol ™l Fsdwol dgbsbgzol, dobmogligdols s
GMBL3MOEGH0MGOOL  3060MdJPO 3960 MBOHMB3gwymgl  Hodwol IMdGMIMdOL  3HobiE03l
MBoBOMbM  A5M9gdm  30MHMdYdd0.  LobgdIOM3ZM  JoMMdJd0 s  bm®IGd0  BsdMMBYdS
L5gMHMTIMOOLM 5P0MYOM 3B S BEAIBPIOEIOL, 5FobMB 56 0dengls Jgdamado
dmbo@Em®oba ol Lydreegdsl.

933965309%0:

1593Mbogrm  Lodwyoengdgdol  batolbol  MbOHMBIgmymaolmgol, MLsgmmbmgdol s
3o 306MmdYd0L dglsddbgerrs, 3603369mz605 5sbolEHMMA L55539bGMBMb ghms
1BOHME39wyml BoMTs393EME0 ogd0sbmdgdOL : BsMBozg3E Ko 3hmEddol Homdmgdols,
890amdo  33emg30l, EOLAHMOBdYYEO0L, Fgbsbgs-gobmagligdol, LsMgswobsgom 30HMdIdOL
090353905,  godxmdgligdoloogols  LsFomm  mmbolidogdgdols  gsBHsMgds,  dos
6356053090 ©s 155356MbIYdM 33e0EgdgdoL 0booMYdOL yBom:

41 Form for Notification of parallel distribution of a centrally authorized medicinal product 24 EMEA-Ho-2368-04-Rev
1 EMEA Post-Authorization Guidance on Parallel Distribution;

42 3030 X330l 300MBIOOL H3E30LLL BHYIZIOIGHNIMS YOOI 3MBGHOMEOMIBO0s §odrol dofimmgdol o
HMbL3MOEHMIOOL EOMU.
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2 LEA3GJ0M0 bg30L, Lodmddgm agadol d9dw93s390s GMP LEobIMEJdOL
©obgMa35bmb s  Tob  F9damd  FmBoFGHMMObA™B,  3MBEHMmME™ME
3035OmM9d0m.

2> 3wobozmmo 33¢930L 530L90MIO0L A50MI0bIMY BgdsOMZ0L J539d0L
Pgbob, 350900l  goobgazs 33930l BH03gdmsb, 33wg35do  BoMovyero
MmO960Bs30900UL, bd099Egdol H5mYbMdL6 300oOHNJOom,
396mb3qdmdol  LOHMgmRs s  dgLodsdol,mdsdo  dmygzsbs  50sMYIEP

3w0b03mmo 331930l  Lobgaddgsbgambmsb ©s 3wobozmMo  33wg30L
399030 3mbEMME0ol dgmmmemyools d98w9ds39ds.

2> 09393G00  2obo3gdo  BYMIS393GICo  3OmEYydBHob  dgbsbgol o
6950Bo300mM30L  MLOIBOPBM s JMEEGHOMEOMYdsEO  A5MgImL  T9ddbols
90Bbom, BsMT>:393GM0 30 YJ300L BJoE0DIF0LMD 3530060 gdMEO
15d3056mdOL - B3gEos0BgdMo  bsgzsFMmm  Md0YIBHJIOL  Lobgdstrmnzm
3000md900l,  6gdsMm30L  dmddggdol  35gool s  dsmo  Fgdymdo
3063HOMEOoL  ©mboldogdgdol  ©sbgMazs o  dmddg  LogMIDSTMEOOLM
L3obIMEGHIOMD Fglsdsdolmdsdo dmygsbs, 00 dobbom, ™I s ogbsl
MLOggOMbm  goMgdn  BsMTSEI3GMWO  3OMONIEGHOLMZ0L,  250BsMEML
05609 M0Mmgdwol  dogh  M9393Hom  gobvggdo  Hodwols  Fgbsbgol
900356 gMdol Imbo@m®m0byo.

2 85M35393GvI0 30 J300L OLEMOdYY300L LEIBMEHOL F9dTs39ds @S
69635, OHMIgwog  3obbdmdl  3OMEI300L  MBBODMbM  goMgdmdo

AMBL3MOGH0MJd0L, bsGOLbOL  FoOM30L  Bs30mbgdL s  OLGHMOdMEO0OL
3MbGHOHMLs.
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3.2 §59¢wols HgaoLEHGMs30s
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306FHOMEL  8moEsgL.  sbgmo  0bL3gdBH0Mgdgd0  250Mm0ygbhgds  olgm  Lsd3MmEbogom
L535e9g39dDY, HMYMEOOFEIS:

> 3b5e0o Jodow®mo bogMHmo;

)

L593MOBsM BsFMsgds, HMIgLoE 0B MYMs30wo b3gdE™mo 5Jab,
36 {ode0ols, Mol bslvIM39w0 1953000 9B9dEHOL dolo®gds©
U5 FoOMs LyMoMBMo 30MHMdGdOL M HEOHVB3gEYMas;

33900 9839939096, Bog0wgdmIb, 53MmPgdY 0465 bdsMgd0wsb

> 0o05¢00, H©MIgeo@E 35659009 SLM MG 0ym bgHOMBLYIE
Q9 5.0;

0005, 56 JoLO LEHIIOEMOHMDS bogF3ms (5d0EHMI SOLYOMBL
©9%833AO0L Gob3o);

> 15939ObsEM Lo oEgds, IOl [oMmBMgds 56 BHgbBHocgds

> 3b5@0 53e0356@0L 96 FoMBmgdols Joge MgaoLEHM0MIdIWOo FsBswo;

3960 Lofo®mBmm 36M5gdE030L BEBPIMEJIM b MRoE0IWMMO boGolbols

33035630 5G0L Fodmgdge0, MHMIgedss 3565809 396 o056 Tgbodsdolmds
0535005909 bb3s LM E030353JONS s 5.0

dgoglbo 3mbGHOMMO 59930 gdgwos 00IbsE, ©59Ibss3 MYROLEHGMIE00L dMmi39ld039
b5 Bmbgl Ho8ol bsolbbmsb 3538060930 3GIM3gdgdol 4odmgwgbs.

936 3565996G0L  ©oMmgdBHo30L dobgwz0m 2969M03mwo  Ls3NMbsw ™ Bsd s gdol
©930LGHME00LIL s0BEIMLYOMEO F0OL 56 BLF0MEYds §0bs3ww0bolME ©s Jwobozm®
33w9390bg 06830635300l FoMdmeagbs, MHmam®3 gl 0bmgszow®o ffodwols d9dmbggzsdo
LF0MYds, FoaEsd Fodwol 339MOm 9BIJHJdDY dmbs3900 5Y(30¢9d9gE0s. B5d0b, M3
39696030 {odwolb g39MHomo 9B9JGHJO0L Fglobgd 36MmdgdoL dmAMM™M3gds Fo30Mgd0m

5 WHO expert committee on specifications for pharmaceutical preparations, Thirty-sixth report, annex 7 Guidelines on
pre-approval inspection Food and drug administrations, compliance guidance manual, pre-approval inspections.
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5Q03005, M50 Tolo MmMoYobso 36MH935M5GH0 B3BIODY 339 39M339MNWO 3gHomEOl
©BgMR0W0s O 239MOMO 9539dBHIO0L dglobgd 0bxzm®mBs3053 BodgoEobm 3gMlmMbogols
@5 3530953 gd0L IBHOB bgerdobsfizmados.

9309005 0bBHIMYGdMETs 303> [oMTmoobml odols domgd3z035egbEHmdols
©58505LGMYOJ0 ©M3IMIIBEE0S Fol MmMoYHobsen 36MHg35M9EMB, 0g03g dmmbmabs 593l
LodoM39Wml  396MmbLoE, Boa®ed  5ToLMb  F0ToMYdOm  9g3MM30lL  Fodwol  Losagb@mL
09099953900 543l 3M0GHIM0dgdo oy s F90dmbggzedos  093md9boMgdo
15939ObsEM Bodw)oEgdol B0MYJ3035¢bEGHMBOOL YYDy Tbmerm in vitro blbsmdols
AILGHom. ¢ sbgm §odwwol Bm®IGRLS ) 5B 6030009MGdGIL o6 33970 MZ30LYdYOO
MBS 9bsbosMIOEIL, MM TIMMEGOMO oMo 00g35L dob in vivo - XsbIGMYE
353096390Dg 299MEIBY. U 3OOGHIM0TgdO0.:

39696039900 R356M35393GML0 30MYIE0 b5fo®IMgdos BYLiEe© 03039
Lofodmm 36m3gb0m, HMAMEME Jolo MOOY0bsWO;

9OHMO 5 030395 3969003l s MOOYOLBsOo b.b.-0l

> bo6Hobbmdm030 99950a9bemds Lbgoalibgs 9905w 9bwmdgdols

063900963900l 999500396 ™ds bserolbMdM 0350
3O M3 30YIE00;

Lomobom in vitro blbsmdol Ggl@ds Mbs ssaliGMEmML in vivo
33093599 299M0L 0gdol 59d39EHIMo Jobgbo;

B9050b03bMm0©sb  godmdEobsMgmdl, ®Mmd  sOLYIMWO  MHYRMWS30gO0L  BoMRWYdT0
fo0ol  9Mm3zbmwo  MH9gaoLGHMIEool 3OMmEgLdo 6 MOl MBOWBlgwymzowo  sdwols
bodolbbol, 9x39dBH0sbmdol s  MLsgmmbmgdol  d9dmfjdgds  olbgomo  360dzbgarmzsbo
994960Bdgd0m, OMYMMOEs - 396gM03Mwo  1sd3MMbosem LMo gdol  439MOMm
dm3mgbgdbg  0bgm®Is300l  FoMdmaqbs, Fodwol  WsdMOSGHMMOMwo  3MbEGHMMO,
000993035 9gbGH™MdOL in vivo dgomEol godmygbgds, 0bxm®dszools Fomdmppqbs §odwols
565¢0Bol 8900Mm©YdOL 350EMOMBSBY.

5 Multisource (generic) pharmaceutical products: Guidelines on registration requirements to establish
interchangeability, Annex 7, World health organization. WHO Technical report Series, No.937, 2006
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3.2.3 s8¢0l 5005090000 Mg30800 MYOLEME05d0 sOLBYdMEO bs3ermgsbgdgdo

6930L6GHME00L  500MYdOMO  M950d0  2odM0Yygbgds 00 BIMTS393GVIX0  3GM©MIGHJOOL
dodsbm, OHMIIdog  MIROLEHMOMIOME0s  Lods®mzgeml  bgwrolvynwgdols  doge
50050Mm90wo bbgs d399bol 96 Lobgudfoxzmmsdm®olo gs03o393G o 36MHM©Y)d@gdol
3569300M9dgo  bobgedfogm MmEmYBml Gogh. 98 MmEYBmms Los dmoEsgzl 93G™3ol
Po0ol  Loosagb@mls (EMA) s Ubbgoslbgs 93mmdmwo  d3994bgdols, olggg, od8-ob,
53LGHOO00L,  sbogro  BYwsbool,  0s3mbool,  obMsgwol,  39bsol s 3OOl
39692 0Mmgdg  MmOPobMgdL.  MHgRoLEMIE00L  905MYdOMO  Mgg0do  Ladsemzgarmdo
25900996905 OH™amO 3 396900390, 0l 06Mm3z530M 13 3MMbsEIM LodogdqdDY.

96Omz3bmer  G950dmsb  890M900m,  LoJoMMz9wmTo  BMTS3I3GHIO  3OMEYYJEHOL
50056MHJO00 950800 930830 AEOWIOOM o6 3030 36MHMEIOVIOMSS

50639099090 3060l Joge FoMlogbo ™3dgbEsiool Lodzo®mol godm.

3005MGO0M0 (19500 MYROLEMIE300L OML LYsRIBEM 56 SHMEMEF0YEYOL BIMTS3I3GWIO
36mdEob 93bogme-@Egdbozne 9dudgmHEHobsl s FbmEmE ®sdYbody m3IMIbEHOL
Loydzgebg  dzgdl  BoMTs393GME  3OMEYJAHL oM BsDBsMBY.  Loogab@Hm
35O MYos  bOMWo  ©Mm3dgbGoool  Fodygbowsb  ghmo 330600l 350580
396553090l M3T9bEHE00L 9Ju3gMEH0DS, JU 3OMEILO 30 O30LMZ5 AYOlbIMBL
0dol ©oY9bsl, 65930 MYROLEBHMOMGIME0s MY MY IM(3JINO BoMTS393GYIC0
3609 BH0 50056MgOM 439956sdo.

59 9oBbom, sE30wgdgEos  HoMImagbowo  ©™3MBIBESE00L,  goblogzmmMgdom 30
BMIS393GIWo  3OMONIGHOL  LgOGHOB0IGHOLY,  53BHMO0Bs300L  bMIMOLS® s
RM353933o  3OMOMIGHOL  Tgbododol  dsBIMBY  ©sd3900L 35Ol A9sTM{AOS
d9L50530L0 g3994bols o9 OMHYdGE MOYBMBMSD.

Lb3s 9399460l 96 LbgEBfoBM™MsTMOOLO BsMB:393G 0 3OHMEYYJEHIO0L FoMYIoMdIEO
Lobgemdfoxnm  mMHaobmgdo 56 90056 0bxgm®IoMmdMEbo  Lods®mzgmwml  Mgymeocmgdols

LooggbAH™ML 8096  BsMT5393GIWO  3OMEYYJBHOL  5005MJOOL  Tglobgd s  Tgbodsdolo,
155396@™L FBGHOID 56 bgds Bsm™L 50165060 M 3IMTIBESE00L godMTgds.

L5396 ™ FbMEME 390-339MOL 35339Md0m 010Gl 06RMMT5305L LIMYAOLEHMOMGdJO
fo0ol  globgd. 98 MM MgRoLEHMHE00 0BG IMJLGdIME  30ML  Looagb@mdo
Doy gboo 5931 BoMT5393G¥Io 3MMMIEOL BYOGHOBR03ZSE0, S3EHMMHODIE300L bmdgHo.

©™399996¢5300L  FbMmwmEO 390-3390EOL  2oodm{dgds LogFgmlL bol FoMdmygbowo
©™39999639d0L 530096GHMOMBIL, 35¢0EIOHMOSL. Fglsdsdols JoMgaoMgdgels dglsdwoms

7 8563539330 30m©MIGHoL  LymGHogozs@Go (CPP) - 8gbodsdolo  g3ggbol o6 Lobgerdfogmmsdmmolo

RB9M35393GI0  3OMmIEJO0L FoMgyoMgdgeo Lobgadfoxgm mEmysbml oge 393990 BMTS393GHILO

36000 BHOL L3NNG BBoOBY 583900l MBWIOOL B>EILEHYIMYOJO M3¥YTIBEO.
38 53¢MOH0BoE00L b MO - BoMTo(393G 0 3OMENIEHOL Tglodsdol doBomBg ©sd37d0L Ybosw Mo bmdgmo.
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fo8cols M9aoLEHMmE0s 396339790 dobgbgdom d9hgMgdwero Jmbgl s gb 96 godmBbqgls
390-239600 b9 s®LYdM 0bxzm®OIs30sdo.

5005M900M0 9510800  MYAOLAHMIEO0L Lo FEYMTMYMBOL TG 0MGdEgOL IMEOL
930M™ 353006MH0L YSMYISLS S 339¢0ROE0YOO 06RMMTS300L Jo533wsdo, Mog Imdog
6950900 bmM 3090090, o0 JmMOL RoMT>393G IO 3OMPOMIGOL  IMYAOLEHMOMGdOL
d90c0ma.

Lodoomggerm 2012 fewols 17 bgdBHgdd®osb dgmgdos bsd3mbom  Bsdwowgdgdols
3WMBSMO0  HBYIHY39wMmd0LS s FMBoGMEMOBYOL 3OMg]BHOL 3OMYMHTsL, MHMIGEoE3
bmOE0gEgds X9BIOMYE™Md0L JbMBom MMHAB0BsE0ol Fogh. 53 3HMAEMSTol d539Mmd0m
36OMyMsdsdo  Bsdormer 57 dgqgobsdo  LoLEgdoGHoMme  Fgol  ,,m39M5EH0I0
3939md0690900“  1o33MMbsgrm L3N gdgdol  BsGMOLbME  F0TomMgdsdo SOOI
LYOOMDBME  LoBOHMbYGOME  s3953006Mgdom, 39MHImE, (96O MWO,  YoYsWdYIMO,
3MLHMOMs  FoM30090Mw0, BoLOGBO30MYIMO S 0F0GHOMGOMWO  BoMBd(393G IO
36 9dBH0L 4930 3ggdLmsb ©s35380M9d0m.

Lo539bGHML dog Fmfimgdyeo ,m39MeGH0o  39BHYmd0obgdol“ Logmdzgww by EHoMHYds
d9Lod5dolo VMBOLA0gdYd0. Foswoms, 2013 Farol 14 0360LL F9dmbiveo ,M396M9EH0E0

399md0b69d0L“ Lsxzmdzgebg Lodo@mzgwrmlb §sdwol bosagb@md 2013 ferol 11 og@roll
69306GHMs305  dgMBgds  ,3000mJuogomoe  Lobsdgderol®  Fgdizger  LsdmEborm
L535e9gd9gdL, HMIGO03, 306030 565E0BOL Jobggzom, 3M0EH03MW dEYMTSMYMdSTO
dymxy s 973939 LYBLOLOM 5350 353096(3Jdd0 0fj393WS M0MIBWOL OLRWLJ300l
3963000560900l GHOLZoLy s gE MmO G9000b393900L BOLU.

501560865305, MM AuogLo MMM FgBYmdobgdgdo 56 FBmEOL BsMTs(393B IO
30mEMIBHoLb 239000 9B9dGHIO0L,  MHoLZ-LEMRYIW0sbMdOL  IMboEHMOH0bYmb
05353306090 Ls30mbgdby.

Loo3gbG™ML  Abogl  Logombgdbg 0bxgm®mdszool  dmdogds  dbmerme  Ubgs  d399bols
95692 0Mgd90  MmMRbML  398-239M©0L  39939Mmdoc Fgder0s, BAoMO dMmbodm®mobyo
MBHOHMD39WYMBOWO 5O 5MOL, Mo3 BooggbBHMl FBMOEIL 305693 MgsROMYISLBMIBS
5353306090 0. gl 9390 dmyz3560e0 590063 Fg0dergds s3065bMmom:

2013 Herolb 11 mg@GHmaddgol, 930m30L 3m3olosd 250sfY39¢0wqds doomm sbE0dozmbme@mo>
5900 60300090905 ,30GM3MbIBMo - 83390  39OMMIEMEOOL  BsMD5(393G IO
36MHMOIBJool  53GHMM0Do300L  TgBgMgdol  dglobgd.  gosfiyz39@0mgdol  Lbyg3mAzgEl
Do60Mop9bs, ,39¢)M3MbsBMEo -l 9933390 Bsd3MMbogrm Lo gdgdol 239MEO0MO
dm3mgbgdol  dglobgd  Hangdol  256353wMmd5d0  IRMM30o  0bxMMTs30s;  39MmIM,
50dmBbs, MHMI 98 BoMT>393GWIO 3OMEOMIGHOM I3MOMbIMdOL T9gRo® F0MIOIEO

%9 563H0803mbE0 - Legmb Lofobsswdgym
60 §o9¢ol dowgds 3060b OHNL bydwgsEgdoom
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LoGRGIIO 3530009000 65309005, 300Mg Jobo 439MHPOMO 9BIJEHIOOLIYD Foygbgdyero
D0560 (393™3MbsBMO bslosmMYds (3939 3935BMEGHMILOMOMdOM®! - 393530F0, 3000l

GOOMDO, 3030l M35MHOLMBS  FoBOWMHO  godmbogwom 96 IAMTsMmgMdJdOm,
OIgd03 Lo FOMMIOL W30dWOL BHEBLSWBEHS30L).

d0bgs350 0d0Ly, MM 930MM30L 3MToL0sTd J5HY39GH0Wgds 53 Bogm0gMgdol d99;339wo
B503>3I3OIWo  3OMEIHIBOL  50mEdol  Fgbobgd  398-33000BY  3@sFY3IGHOWIOOL
900900Lmsbs3gg godmodzgybs (11.10.2013), Lodo®nzgermd $sMT>393GI0  3OHM©IEJool
6930LGHM300L F9hgM9dOL Fgliobgd dMA6gds 8 g0l 939y, 2014 ol 17 03boll 3sdmUss.
Uodo®m39mlb  Hoderol Lo gbBH™ML  5M00bgmMIoMgdmmds,  ,39GHM3MbsbmEol*
30636093 89000b3935d0 30 3056930 B19530MgdS 98mf39Er0s MmMo dobgboom:

> 9005M9B0mM0  ©9700000 M90LEHME00LL FoMgaolEMm0Mmgdgwo LwdogdBHo dgdgL
d90mbgzgzsdo 500l BxdolidogMo ©s0bEHIMILYdMEo 30MH0 s M5 BMTSEI3GYIO
36MHmOd@oL  IPoImgdgeo 96 LogeFMHm  wo3gbbool  dREMdgwo, MMIgElsg
99699m@s  15305M0LO  0bBMMT5305  BIMT5(393H Y0 3OMEIBHOL  339MHLONO
95399Gg00LS @S MoLZ-LEMYJO0BMBOL Bo¢EsbLlOL Tglobgd.

> bodoM™M39wMTo BsMT5(393B 0 3OMPJEHOL 5005MIOOMO Mgs0dom MHYROLEHMIF0S
39 dbM0305 s gLodsFOLO, 5V0MYJOMWO 93996930 Losd9bE™L dmdog Mgg0ddo

396 5(30056 0b6xMmMHI5300L BsMT5(393E o 3M1mEYIE0L 339OOM0 JBIJEHIOOL s
LoGROLEHMEOM EMIMIIBGHIOOL 3300 gd9d0L dglobgd.

B90mmblighgdmmo doBgbol godm, FoMmgywocqdgeo bosgabdm 3960 0901 OMMESE
068mGMB5305L  LogoMM3gemTo MHYAOLEHMOMYOIMWO BsMT>39I3GLO 3OMOIIGHJO0L MoL3-
L6190 056MdOL  BoesblOLS s 239MOMO  989JBHOOL Tglobgd, Go3 9334399 5Ygbgdl

930LGHM0MGO0 BoMT393GIO 3MIMEYYJBHJOOL MLOBONBMYOL.

BMIS393GIWo  3OMmEJEHoL  s©0sMgdomo  Mgg0d0m  MYRoLEHMSE00L MM,
©50b@9Mm9L9dMo 300 Fglodwrgdgeros ogml BadoldogMo 30600, goblibgzsggdoom ghmazbmewo
950800 M930LEHME00LYD. 00 F9dmnbggzsdo, vy A[sIMYdGETds b LogoFMm Wo3gbbools

IRWmdgEds  5005MgIME  §3999bsdo  BIMBo393HMI  3OHMEYJBHE 0B gdom
33090900 (3535¢05© (33€0gds §odol mgmsdore B396909080) s9MR0LEHMOMS,
L55396@™A FgLoderms 396 F0oMML 0bBMMTS30s (330gdgd0L Tglobgd, Mo Mrmymes
PoLo, 5190 068MEOTs305Hg OLEHMOBdEHMML, 0d3MOE0MOL 5530 gd5 5J3L famas.

0¥) I9gbodsdolds 50O MEds §3994obsd, MMl LobEMMdSE FobEs BoMBs393B IO
360 19dBH0obL LogoMMZgEMl d5BIOBY 533900l LExAz9wo, BO3MMMO BBOHOWIE 35HBY
5069 5dMOMM 9339 ©MJFOLEAMOMGOMO 3OMEYJBHO0, LOJoMMZgWML [odwol Losagb@m

39 YdM0s  1593MMborm  LsdMowgds  sdmoeml  MPYgdmogz0  M9aLEGHMO0IL, M3
155396G™ EOHMMO® 396 00YOL 06RMMT>305L BgIMowbodbreol Tglobgd.

61 03000l MXMJJOOL oFsH0s69dgE0 96 odIgeo
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30650056 Lodo®mm39wml 56 5MoL 93M™M3538060L (9360, MGIBOOZ0 500sMYOOL 3M063030
dobbg 3960 PO3MEIIYS. (35¢TBOOZ0  5MOSMGOOL 30MMdJOT0 0bgMmOTs300L  dmdoz0
dmbo@mMobyo @S  LoFommgdol  Jgdmbggzsdo  3mImbozsgos 0d 939460L
956929065096, MHMIol (odswog 39996580 M9ga0LEHMOM©Yds 56 brgds.

MOIBO030 50056M9B0MO 09500000 MYROLEHMOG0OL 3sOGboMm®mOo J399bgdo dmdog Mgsg0ddo

3300056 06300 5300L BoMT5:393G IO 3OMYYJEHOL OMAMEO 3 BoMT53MBYTHYIP3gMdOL,
obg MHoL3-LoMYYIW06MBOOL BoSBLOL WS JoLO (33EP0EYdOL Fglabgd.

9360™35300600L 439969030  3m3M6035305 FOMTS3MBYITHJOZ9XMILMD 5 35380609d0M
9609369cm3g5b0s,  Mo@ob  dobo  d9dzgmdom  MmMIbOHO30  9MOsMGOOMO  Mg0d00
6930LGHMo300L  dmbsfoerg  J399bgdl  9METoze© 9300 0bBMOTszos s J39ysbsdo
6930LGHO0MYOME0 [odwol boGolbol, 9539d@056MmdoL s MLBOsBOPBMYBOL Tglobgd. oMo
530bs,  930™353d0600L 936 J39969030 LM  MHOLI-LMPYIOWOBMBOL B SBLOL
056599060M39 390030656006 FglsdsMds Fg0degds 4oL FBoMBs(393Gv0 3OHMEYJEHOL
M9306GHM305Hg Mool b 339  IMYROLEHMOMYIMYo  BsdMGbswm  LsdoEgdol
6930LGHME00L  49ddgdol  ghm-gMmo  Jobgbo. 2 Jg9dmom  ImEgdvmwo  AMIGOI0
§o60Mopabl Lodo®mggermdo 2007-2013 {ergddo ©sMgaolEM0MYdMWo B5MTS3I3G IO
36O E0L MoMmgbmdols:®3

62 Medicinal Products Act. Estonia. Medicinal Products Act. Slovenia. Pharmaceutical Law. Poland.

8 205530300 3mEg9Mwo BoM3>393GNI0 3OHMEIJGHOL MomEgbmds o6 dgo3ogl I s II Mogol (33¢0wgdgdl s
bgmobsr MgaolG®moEost. sbgzg, 2007-2009 fargdol mbozgdgdo o6 8goiegl LEHMIsGHMEWMAOGmo Tobogrol

6930LGHMOE0L, MIEs 99o3o3L 9OM3bMWo MY70T0m IMIAOLEHMOMYDWME LsEOsRbMLEHOIM Lo gddL
(LosggbBHML dog ImfmEgdrEo LBEsGHOLE0ZMOHO Imbso39dgdoEsb 396 dmbymbs dolo godmymes). 2010-2013
Jangdol  9mbs3gdgddo oG  dgool  gMmzbumo  Gggodoo  HYoLGHMOMgOMo  LoosRbmbGozm s
LEAHMISGHMEWMPOOHO  BodMOE OG0, MmMI3s  IJEOL  SPOSMYPOMO  MY70T00m  MHJFOLEHMOMIPIMO S
296Lb3539090 F9B035-056306098000 F90M b0 LEOsRBMLE0IM s LEHMTBHMELWMYOMO LTS GdIOO.
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aMsg030 3.2.3.1: 2007-2013 §ergddo G9a0LGM0MGOMWO BsMTo393GIX0  3OMOIGHIOOL
50 9)bMdS

2007-2013 fengddo G9a0LEM0M9dMEo GoMId3I3GW0

360 m©JGHgdol Hsm@gbmds
2,500
2,000

1,500
1,000

2007 2008 2009 2010 2011 2012 2013

2007 2008 2009 2010 2011 2012 2013
B &om@gbmds | 872 774 648 1,305 2,049 2,366 2,493

3M©oE0L 99939 2odmgmobs, ®md 2009 ol gobbmM09wgdmwo 33wowgdgdols

1mbbY, ymzggmferom®ms M90LEHM0MGdE0 B5MT5393GIC0 3OMEYIEOL Mom©gbmds 3-
XIO  390BsMI©S, 0Md3s 2011-2012 ewgddo gOHMm3bMeo s 9005Mgdomo  Mgsg0d0m

(Lago®mnzgarmdo (o®mdmgdyeo 3OHMOJE00L oMEs) sMIAOLEHMOMIdIwo 3884 gMmgmeo
B90MI5393GIW0 3MMEIGH0ED Lodoerm3zgemdo 58 EOHMAEY 56 Fgdmbmws 1364 - 35%, Go3
51939 80900090l MgROLEMSE00L JoGH030 39doboBdGdOL sMlYdMdSDY.

L55396@ ML gobdot3Hgod0m, Bmy0gMHm doMgaolGMm0Mmgdgw Ld0gdBHL LodsGmzgumado fadwols
M9306GHM5305  1odoMmM3gml  BYBOOLMZOL 96  BFoMYds.  Bmyoghmo  J3gybols
956920 gd9wl  dmmbmgbs odgl, MM (odswro GMIGELsg ol MYGROLEHMOMGIL
65096039 J39996530 0gmb IMgRoLEHMOMGIMWO. bodoMmzgum MHMAMMOE M9ARLEHMSE00L
GOoM0Bom, M9a0LGMHE00L 350J00m, 0l FsFMEH0390IWO  IOMEFIPMGO0m  TJusdsdol
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guidance manual, pre-approval inspections.

WHO Guidelines on registration requirements to establish interchangeability: Annex 7, WHO
Technical report Series, No.937, 2006

B5MT5393GHIWO  3OMEMJ3o0ol  Logsle  3mo@0nls  aEMmdsmt  33HOMYRby -
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