
J>EKITEMIH 

D140-Cl>ap 
6iJiiM 6epy 6aF~apJiaMaJiapbI T06b1ua 

~OKTopaurypaFa TycymIJiepre apuaJIFau 
eMTHXaH 6aF~apJiaMaChl 

1.)1{'.aJinhI epe~eJiep. 

1.1 Ean::i;apnaMa «)l{oFaphI :>IGrne )l(OFaphI OI\Y opHhIHaH KeiiiHri 6iniMHiH; 6iniM 
6epy 6aF,z:i;apnaManaphIH icKe ach1paThIH 6iniM 6epy ¥MhIM,z:i;aphrna OI\yFa I\a6hrn,z:i;ay,z:i;hIH; 
ynriniK I\an1,z:i;anaphIH 6eKiTy Typanhrn K,a:ml\CTaH Pecny6n11Kach1 EiniM )l(aHe FhinhIM 
MMHMCTPiHiH; 2018 )l(hinFhI 31 I\a3aH,z:i;aFhI NQ 600 6¥MPhIFhIHa (6¥.l:(aH api - ynriniK 
I\aFM,z:i;anap) caiiKec )l(acan,z:i;bl. 

1.2 ~OKTopaHTypaFa Tycyrninep 6iniM 6epy 6aF,z:i;apnaMaChIH,z:i;a 6eiiiM,z:i;iK naH,z:i;ep 
6oiihrnrna eMTMXaH Tanch1pa,z:i;h1. EMTMXaH C¥Pal\Taph1 3 6nOKI\a 6eniHe,z:i;i: 1 6noK 

. <«l>apMau;m1,z:i;aFbl MeHe,l:()l(MeHT )l(aHe MapKeTMHr>>, 2 6noK <«l>apMaQM51Fbl FbinblMM 
3eprreynep,z:i;i ¥MhIM,z:i;acTh1py )l(aHe )l(Ocnapnay», 3 6noK «~apiniK 3arrap MeH 
Me 6 ~ ,l:(MQMHaITbll\ •¥MblM,l:(ap,z:i;hI CTaH,z:i;aprray». 

JiJIOKTap Ji a JI JI 

EnoK 1 30 

EnoK2 30 

EnoK 3 40 

MaKcnMaJI~b16aJIJI 100 

1.3 K,a6hrn,z:i;ay eMTMXaHhIHhIH; ¥3al\ThIFhI 4 caFaTThI J\¥paii,z:i;h1. 



2. JiiJiiM 6epy 6aF,ZJ,apJiaMaCbl T06hIHbl~ 6eiiiui 6oiihIHIIIa 
eMTHXaHFa ,ZJ,aHbIH,ZJ,aJiyFa apuaJIFaH Ta1'blpbIUTap. 

DJIOK 1 
Ilaui: <«l>apMaIJ,HH,ZJ,aFhl MeHe,ZJ,~MeHT ~aue MapKeTHHr>> 

Ta1'hipb1n 1. <l>apMau;eBTHKaJibII\ KeMeK .neHcayJihII\ cal\Tay.nhIH; 6ip 6eniri 

peTiH.ne, Me,Z:(HIJ;HHaJibII\ )l(~me caHHTapJibII\-3IIH,Z:(eMHOJIOrIDIJibII\ KeMeK )l(yifenepiMeH 

6aiiJiaHbICbI. 

Ta1'bipb1n 2. «<l>apMau;eBTHKaJibII\ eHiM.nep.niH; THiM.niniriH, I\ayirrci3.niriH )l(~He 
carraCbIH I\aMTaMaCbI3 eTy )l(yifeci». «)l{oFapbI 01\Y opbIH.l(apbIH,Z:(a cpapMaIJ;H.SIHbI 01\bITY . . . 
~.n1cTeMecrn rr~m. 

Ta1'hipb1n 3. A3aMarrap.l(bIH; .neHcaynhIFbIH I\OpFay.l(hIH; XaJibII\apaJibII\ )l(~He 

I\a3al\CTaH,Z:(bII\ CTaH.naprrapbI, THicTi cpapMau;eBTHKaJibII\ T~)l(ipw6enep. 

Ta1'bipb1n 4. MeHe.l()l(MeHT cpapMau;eBTHKaJibII\ ¥MbIM.l(bI 6acl\apy eypaJibI 

peTiH.l(e, 6aCIIIbIHbIH; rrpaKTHKaJibII\ ~MbICbIHa ~cep eTeTiH cpaKTOpnap. 

Ta1'hipb1n 5. K,bI3MeTKepnep.ni 6acl\apy, cpapMau;eBTHKaJibII\ ¥MbIM I\hI3MeTiHiH; 

Heri3ri rrpHHIJ;HIITepi MeH 6aFbITTapbI. <l>apMau;eBTHKaJibII\ ¥MbIM.l(ap.naFbI I\¥PbIJibIM,Z:(bII\ 
eH;6eK 6eniHici. 

Ta1'hipb1n 6. ,lJ;~piniK 3arrap.l(bIH; aii:HaJibIMbI caJiaCbIH.l(aFbI MapKeTHHITiK 

3eprreynep.niH; ~.nicHaMaJibII\ Heri3.nepi, MapKeTHHITiK 3eprreynep )l(ypri3y epe)l(eJiepi 
MeH T~pTi6i. 

Ta1'hlpb1n 7. MapKeTHHITiK KOMMYHHKau;IDinap.nbI 6acl\apy )l(yifeci. 
MapKeTHHITiH; al\rrapaTThII\ )l(yifeci. 

Ta1'bipb1n 8. K,a3al\CTaH Pecrry6nwKacbIH.l(aFbI cpapMau;eBTHKaJibII\ I\bI3Merr1 

)l(~He .n~p1mK 3arrap.nbIH; aiiHaJibIMbIH 1\¥1\hII\TbII\ perrey. 

IIaii,ZJ,aJiaHbIJIFau a,ZJ,e6ueTTep ThiMi: 

Heri3ri: 
1. Ko.neKc Pecrry6JIHKH KaJaxcTaH o 3.l(OpOBhe Hapo.na H cwcTeMe 

3,Z:(paBooxpaHeHH.SI (c H3MeHeHH.SIMH H ,Z:(OIIOJIHeHH.SIMH no COCTO.SIHHIO Ha 07.07.2020 r.). 
2. IlpHKa3 11.0. MHHHCTpa 3.l(paBooxpaHeHH.SI Pecrry6nwKH KaJaxcTaH OT 04 

cpeBpaJISI 2021 NQ K,P ,lJ;CM-15 «06 yTBep)l(.l(eHHH Ha.l(Jie)l(am;wx cpapMau;eBTwqecKHX 

rrpaKTHK». 3aperwcTpwpoBaH B MHHHCTepcTBe IOCTHU:HH Pecrry6JIHKH KaJaxcTaH 9 
cpeBpaJI.SI 2021 ro.na NQ 22167 

3. IIpHKa3 MHHHCTpa 3.l(paBooxpaHeHH.SI Pecrry6nHKH KaJaxcTaH OT 23 .neKa6p.SI 

2020 ro.na M~ K,P ,lJ;CM-15 «06 YTBep)l(.neHHH rrpaBHJI rrpoBe.neHH.SI cpapMaKoHa.l(3opa w 
MOHHTOpHHra 6e3orracHOCTH, KaqecTBa If 3cpcpeKTHBHOCTH Me,Z:(HIJ;HHCKHX 113,Z:(eJIHM». 

4. IIpHKa3 MHHHCTpa 3.l(paBooxpaHeHIDI Pecrry6nHKH KaJaxcTaH OT 8 Ma.SI 2019 

ro.na NQ K,P ,lJ;CM-70 «06 YTBep)l(.neHHH IIpaBHJI pa3pa6oTKH w YTBep)l(.l(eHIDI 

KaJaxcTaHcKoro Hau;woHaJihHoro neKapcTBeHHoro cpopMyJI.Sipa». 3aperwcTpwpoBaH B 
MHHHCTepcTBe IOCTHU:HH Pecrry6nHKH KaJaxcTaH 13 Ma.SI 2019 ro.na NQ 18655 

5. IIpttKa3 MHHHCTpa 3.l(paBooxpaHeHH.SI Pecrry6nHKH KaJaxcTaH OT 11 .neKa6p.SI 

2020 ro.na NQ K,P ,lJ;CM-255/2020 «06 yTBep)l(.l(eHHH rrpaBHJI rrpoBe.l(eHH.SI 



~OKJIHHHqeCKHX (HeKJIHHHqecKHX) HCCJie~oBaHHH H Tpe6osaHHH K ~OKJIHHHqecKHM 
6a3aM on;eHKH 6HOJIOrHqecKoro ~eHCTBHH Me~HU:HHCKHX H3~eJIHH». 3aperHCTJJHpoBaH B 
MHHHCTepcTBe IOCTHU:HH Pecny6rrHKH Ka3axcTaH 15 ~eKa6pH 2020 ro~a N2 21794 

6. IlpHKa3 MHHHCTpa 3~pasooxpaHeHHH Pecny6rrHKH Ka3axcTaH OT 11 ~eKa6pH 
2020 ro~a N2 I\P ,L(CM-248/2020 «06 yTsep)l(~eHHH npaBHJI npose~eHHH KJIHHHqecKHX 
HCCJie~oBaHHH JieKapCTBeHHbIX cpe~CTB H Me~HU:HHCKHX H3~eJIHH, KJIHHHKO
rra6opaTOpHblX HCilbITaHHH Me~HU:HHCKHX H3~eJIHH ~JIH ~HarHOCTHKH BHe )l(HBOro 
opraHH3Ma (in vitro) H Tpe6oBaHHH K KJIHHHqecKHM 6a3aM H OKa3aHHH 
rocy~apcTBeHHOH ycrryrH Bb1~aqa pa3perneHHH Ha npose~eHHe KJIHHHqecKoro 
HCCJie~oBaHHH H (HJIH) HCTibITaHHH <l>apMaKOJIOrHqecKHX H JieKapcTBeHHbIX cpe~CTB, 
Me~HU:HHCKHX H3~eJIHH». 3aperHCTJJHposaH B MHHHCTepcTBe IOCTHU:HH Pecny6rrHKH 
Ka3axcTaH 14 ~eKa6pH 2020 ro~a N2 21772 

7. IlpHKa3 H.o. MHHHCTpa 3~pasooxpaHeHHH Pecny6rrHKH Ka3axcTaH OT 27 
OKTH6pH 2020 ro~a N2 I\P ,L(CM-157/2020 «06 yTsep)l(~eHHH npaBHJI npose~eHHH 
aKKpe~HTaIJ;HH HCTibITaTeJibHbIX rra6opaTOpHH, ocyrn;ecTBJIHIOIIJ;HX MOHOTIOJibttylO 
~eHTeJibHOCTb no 3KCnepTH3e H on;eHKe 6e30TiaCHOCTH H KaqecTBa JieKapCTBeHHbIX 
cpe~CTB H Me~HU:HHCKHX H3~eJIHH». 3aperHCTpHpOBaH B MHHHCTepCTBe IOCTHU:HH 
Pecny6rrHKH Ka3axcTaH 29 OKTH6pH 2020 ro~a N2 21540. 

I\OChIMIIIa: 

1. Good Pharmacy Practice (GPP) in Community and Hospital Pharmacy 
Settings. WHO. 1996. WHO/Pharm/DAP 96.1. Ha~Jie)l(arn;aH anTeqHaH npaKTHKa 
(HAIT) B o6rn;ecTBeHHbIX H 6oJibHHqHbIX anTeKax. 
https :// extranet. who .int/iris/restricted/handle/I 0665 /63 097. 

2. World Health Organization (WHO). Joint FIP/WHO guidelines on good 
pharmacy practice: standards for quality of pharmacy services. WHO Technical Report 
Series, No. 961, 2011. Geneva: World Health Organization; 2011. 

3. (English; Portuguese); Abstract available. By: Oliveira LT; Silva CP; Guedes 
MD; Sousa AC; Samo F, Einstein (Sao Paulo, Brazil) [Einstein (Sao Paulo)], ISSN: 
2317-6385, 2016 Jul-Sep; Vol. 14 (3), pp. 415-419; Publisher: Instituto de Ensino e 
Pesquisa Albert Einstein; PMID: 27759833, Ea3a ~aHHbIX: MEDLINE 

4. Good Pharmacy Practice (GPP) in developing countries.Supplementary 
guidelines for stepwise implementation.PIP Community Pharmacy Section: 2009 

5. YMyp3aXOBa rJK., Illona6aesa A.P., ,L(aTxaeB Y.M. 06ocHOBaHHe BHe~peHHH 
cnen;HaJibHOCTeH «KJIHHHqecKaH <l>apMaIJ;HH» H «YnpaBJieHHe KaqecTBOM B <l>apMaIJ;HH» 
B HOMeHKJiaTypbI <l>apMan;eBTHqecKHX cnen;HarrbHOCTeli PK II <l>apMan;HH Ka3axcTaHa. -
2017. - N21.- C. 42-45. 

6. Hospital Pharmacy Administration Central Administration of Pharmaceutical 
Affairs/ Egyptian Clinical Pharmacy Standards of Practice/ Edition 1 - Editors Ph 
Raghda Shehab Eldin Abdel Lateef, BSc. Phann, MSc. Candidate - 2014. 

7. Illona6aesa A.P., lfo6oTapeHKO H.A., XHMeHKO C.B. <l>apMaK03KOHOMHKa: 
Yqe6Hoe noco6He. ArrMaThI: HIT «I13~aTeJibCTBO AK,H¥P». - 2016. - 146c. 

8. American College of Clinical Pharmacy. Standards of Practice for Clinical 
Pharmacists. Pharmacotherapy 2014; 34(8):794-797. 



9. Tpy.[(oBoii KO.[(eKc Pecrry6m1KH KaJaxcTaH 2016 (OT 23 HoH6pH 2015 ro.[(a M~ 
414-V). BBe.[(eH B .[(eiicTBHe 1 HHBapH 2016 ro.[(a 

DJIOK 2 
Dani: «cl>apMao;uHFhI FhIJihIMH 3epTTeynep,ZJ.i ¥HhIM,ZJ.aCTh1py ~aue 

~ocnapnay» 

TaK:hiphID 1. FbIJibIM TyciHiri, aHbIK,TaMa.rrapbI, cpapMal(HH.[(aFbI FbIJibIMH 3eprrey 
TypJiepi, cpyHKI(H}IJiapbI. 

TaK:hiphln 2. FbIJibIMH TaHbIM a.[(icTeMeciHiH; rraHi MeH MiH.[(errepi. «~apiJiiK 
3arrap MeH Me.[(Hl(HHaJibIK, 6¥HblM.[(ap.[(bl CTaH.[(aprray» rraHi. 

TaK:hiphln 3. FbIJibIMH 3eprreyJiep, K.¥PbIJibIMbI. IpreJii )l(aHe K,OJI.[(aH6aJibI 
3eprreyJiep. 

TaK:hlphID 4. 3MrrHpHKaJibIK, 3eprrey.[(iH; )l(aJIITbI FbIJibIMH a.[(icTepi: 6aK,brnay, 
ca.rrbICTb1py, ecerrTey, emney, 3KcrrepHMeHT. 

TaK:hiphID 5. FbIJibIMH 3eprreyJiep.[(iH; pecypcTbIK, KepceTKiIIITepi. FbIJibIMHbIH; . . . . . . . 
THIM.[(lJifflHIH; KepceTKIIIITepi. 

TaK:hiphID 6. FbIJibIMH MaTepHa.rr.[(ap.[(bI 6acrraFa IIIbIFapyFa .[(aiibIH.[(ay. FbIJibIMH 
6oJI)l(aM.[(bI T¥)1(bipbIM.[(ay rrpo:u;e.[(ypa.rrapb1. FbIJibIMH 6oJI)l(aMFa K,OHbIJiaThIH Heri3ri 
Ta.rrarrTap. 

TaK:hiphID 7. 8JieMHiH; apTYPJii eJI.[(epiH.[(eri FbIJibIMH 3eprreyJiep.[(iH; .[(aMy 
.[(eH;reiii )l(aHe Heri3ri 6aFbITTapb1. 

TaK:hiphln 8. HHTepHeT ipreJii )l(aHe K,OJI.[(aH6aJibI FbIJibIMH 3eprreyJiep.[(i 
a1<,rraparrhIK, K,aMTaMacbI3 eTy.[(iH; rrepcrreKTHBaJibIK, K03.[(epiHiH; 6ipi peTiH.[(e. 

Ilaii,ZJ.aJiaHhIJIFau a,ZJ.e6ueTTep Ti3iMi: 

Herfari: 
1. Carey S.S. A Beginner's Guide to Scientific Method. - Wadsworth 

Publishing, 2003. 

2. Carter M. Designing Science Presentations: A Visual Guide to Figures, 
Papers, Slides, Posters, and More, Academic Press, 2013. 

3. Kay.[(bipoB T.E. IIpaBo HHTeJIJieKTYaJihHoii co6cTBeHHOCTH B Pecrry6JIHKe 
KaJaxcTaH, AJIMaTbI: )l{eTi )l(aprbI, 1999 - 68c. 

4. TopocHH B.r. HcTopH}I H cpHJiococpH}I HayKH: ~e6HHK .[(JIH BY30B. - M., 
2012. 

5. lOIIIKOB A.B. OcHOBbI rrJiaHHpoBaHH}I Ha~HbIX HccJie.[(oBaHHii. J\a3aK, 
YHHBepcHTeTi, 2004. 

I\OChIMma: 

1. MHrypeHKo, P. A. Ha~Ho-HccJie.[(oBaTeJibCKaH pa6oTa: Yqe6Ho-MeTO.[(. 
rroco6He. 2-e H3.[(., cTep. -ToMcK: I13.[(-BO TIIY, 2018. 

2. HoBHKOBa, C. C. Co:u;HoJiorHqecKHe H rrcHxoJiorHqecKHe MeTO.[(bI 
HccJie.[(oBaHHii B co:u;Ha.rrbHoii pa6oTe: Yqe6Hoe rroco6He .[(JIH BY30B I C. C. HoBHKosa, 
A. B. CoJIOBbeB. - M.: AKa.[(eMHqecKHH IIpoeKT: ray.[(eaMyc, 2015. 



3. IOnoB B. <l>. Hayqttoe MhIIIIJieHHe. Mottorpacpm1. - KHpoB: 2007. II 
3JieKTpOHHa.H ny6JIHKal(H.H: U:ettrp ryMaHHTapHhIX TeXHOJIOrHH. - 08.10.2013. 

4. EypH.HIIIeBa, n.A. AKTHBHhie H HHTepaKTHBHhie MeTO,lJ:hl o6yqeHH.H B 

o6pa30BaTeJihHOM npol(ecce BhICIIIeH IIIKOJihI. MeTO,z:i:HqecKoe noco6He I n.A. 

EypH.HIIIeBa. - M.: KttoPyc, 2016. 
5. BopoHKOBa, O.E. 11ttcpopMal(HOHHhie TeXHonorHH B o6pa3oBaHHH. 

11HTepaKTHBHhie MeTO,lJ:hI I O.E. BopoHKOBa. - M.: <l>eHHKC, 2010. 

JiJIOK 3 
Ilaui: <<,ll;apiJiiK 3aTTap Men Me)J;HQHHaJihI1' 6¥HbIM,ll,ap,ll,bI cTan;::i;apTTay» 

Ta1'bipb1n 1. MeMJieKeTTiK cpapMaKone.H ,z:i:~piniK HhICaH,z:i:aphI MeH Tan,z:i:ay 

~,z:i:icTepi TypanhI )l(aJITihI cpapMaKone.HJihIK, MaK,ananap. 
Ta1'hipb1n 2. <l>apMal(eBTHKaJihIK, ,z:i:aMy (ICH Q 8). 
Ta1'bipb1n 3. TaK,hiphrn 3. <l>apMal(H.H,z:i:aFhI )l(aK,ChI GxP THicTi T~)l(ip6HeJiiK 

T¥)1(blphIM,z:i:aMaChI. ,ll;~piniK 3aTTap,z:i:hIH; eMipniK l(HKJiiHiH; Ke3eH;,z:i:epi. 

Ta1'biphm 4. KnHHHKaFa ,z:i:e:H:ittri 3eprreynep. THicTi 3epTxaHaJihIK, T~)l(ipH6e 

(GLP). 
Ta1'bipb1n 5. «)KaH;a npenapaTThI K.¥PY Ke3eH;.z:i:epi» anropHTMiH K,¥PaCThiphIH;hI3. 

Ta1'hipb1n 6. T~yeKen,z:i:ep,z:i:i 6acK,apy (ICH Q9). Ty3eTyIIIi )l(~He an,z:i:hrn any 
IIIapanaphI )l(y:H:eci (CAP A). )KaK,capTyFa hIK,TiaJI eTeTiH cpaKTopnap. Y3,z:i:iKci3 
)l(eTrn,z:i:1 py. 

Ta1'bipb1n 7. ICH QlO c~:H:Kec cpapMal(eBTHKaJihIK, cana )l(y:H:eci. K~cinophrn,z:i:a 

KK,K ettri3y Ke3eH;.z:i:epi. 

Ta1'hlpb1n 8. ,ll;~piniK 3aTThI, Me,z:i:Hl(HHaJihIK, MaK,carraFhI 6¥iihIM,z:i:ap MeH 

Me,z:i:HI~HHaJihIK, TeXHHKaHhl MeMJieKeTTlK TlpKey, K,aHTa TipKey )l(~He TipKey . . 
.n;epeKHaMachrna e3rep1cTep eHn3y. 

Ilau;::i;aJianhIJIFan a;::i;e6ueTTep Ti3iMi. 

Herhri: 
1. DHOXHMHqecKHe OCHOBhl XHMHH 6HOJIOrHqecKH aKTHBHhIX Bem:ecTB [3JI. 

pee.]: yq. noc. I KoBaJieHKO n. B. - 3-e H3,ll;. (:m.). - M.: EHHOM, na6opaTOpH.H 3HaHHH, 
2015, 232 c. (Yqe6HHK ,z:i:n.H BhICIIIe:H: IIIKOJihI). - ISBN 978-5-9963-2625-9. 

2. rocy.n;apcTBeHHa.H cpapMaKone.H PK. - 1 TOM - AnMaThI. -113,n;aTeJihCKHH ,ll;OM.: 
«)Ki6eK )l(OJihI».- 2008. 

3. rocy.n;apCTBeHHa.H cpapMaKone.H PK. - 2 TOM -AJIMaThI. -113,n;aTeJihCKHH ,ll;OM.: 
«)Ki6eK )l(OJihI». - 2009. 

4. rocy,z:i:apCTBeHHa.H cpapMaKone.H PK. - 3 TOM -AJIMaThI. -113,z:i:aTeJihCKHH ,lJ:OM.: 
«)Ki6eK )l(OJihI». - 2014. 

5. MaIIIKOBCKHH M.,ll;. - neKapCTBeHHhie cpe,z:i:cTBa. M., Me,z:i:Hl(HHa, 2008. 



l\OCblMIUa: 

1. IlpHKa3 I\P ,[(CM-16 09.02.2021 . Ilpasmia rocy.n;apcTBeHHoii perttcTpaU:HH, 
rrepeperHCTpaU:HH H BHeceHml H3MeHeHHH B perHCTpa1(HOHHOe l(OCbe JieKapCTBeHHbIX 

cpel(CTB, H3l(eJIHH Mel(H1(HHCKOro Ha3HaqeHH5.l H Mel(H1(HHCKOH TeXHHKH. 

2. IlpttKa3 M~ I\P ,[(CM-10 OT 27 5.CHBap5.C 2021 ro.n;a. IIpaBHJI rrpose.n;eHH5.l 

3KCrrepTH3bI JieKapCTBeHHbIX cpel(CTB H Mel(H1(HHCKHX H3l(eJIHH. 
3. IlpHKa3 OT 21 5.CHBap5.C 2021 ro.n;a J'{Q I\P ,[(CM-8. IlpaBHJia Bbil(aqJI 

cepTHCpHKaTa Ha <l>apMa1(eBTJiqecKHH rrpo.n;yKT (CPP). 
4. IlpHKa3 J'{Q I\P ,[(CM-20 OT 16 <l>eBpaJI5.C 2021 ro.n;a. IlpaBHJia 01(eHKH 

ycJIOBHH rrpOH3BOl(CTBa H CHCTeMbI o6ecrreqeHH5.l KaqecTBa rrpH rocy.n;apCTBeHHOH 
perHCTpa1(HH JieKapCTBeHHbIX cpel(CTB, H3l(eJIH5.l Mel(H1(HHCKOro Ha3HaqeHH5.l H 

Mel(H1(HHCKOH TeXHHKH. 

3JieKTpOH)J,bl: 

1. Guide to Drug Development: A Comprehensive Review & Assessment 1st 
Edition. Washington: Wiley - 2008. 1232 p. 

2. http://www.ema.europa.eu 
3. http://www.ICH Website 
4. http://www.FDA Website 


