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[eHEepUK U OPUTMHANbHbBIXN NPenapar:
B YeM pa3HuMLUA?




e Morosopum o ...

bpeHAabl V> reHepuK

e PasnunyHble oduymanbHblie U HeoPpULUMANbHbIE MHEHUA BONPOCA.

® PbiHOK (pblHKKM) BpeHA0B 1 reHEPUKOB, COCTaBAAIOLWME CTOUMMOCTH.

e He BCe reHepUKM OANHAKOBbI UAN «YTO TaKOE XOPOLIO...». | wuum T
| Bnnonn?

e Kak BblOpaTb Ka4eCcTBEHHbIN aHTUOUNOTUK?

e «Kto BMHOBAT?» U «Y4YTO AENaTbL?»




FDA, 2013

U.5. Department of Health and Human Services
Food and Drug Administration oA

Generic Drugs
Measure Up

‘When FDA approves your generic drugs, we ensure they are safe and
effective. All generic drugs are put through a rigorous, multi-step
approval process. From quality and performance to manufacturing and
labeling, everything must meet FDA's high standards. We make it tough
to become a generic drug in America so it's easy for you to feel confident.
Visit www.fda.gov/drugs/or call 1-888-INFO-FDA to learn more.

Generic Drugs: Safe. Effective. FDA Approved.

ALL FDA-APPROVED GENERIC DRUGS
MUST BE EQUIVALENT TO THE BRAND-NAME DRUG

Average cost of a genenc drug
VS its brand-name counterpart

80-85% LESS | ... n

in 2000 alone, the use of fOA app'o‘--od
genencs saved $158 bilkon
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ObuwectBeHHOe MHeHUe B PP 4 p

OPUIrMHANbBHBIA NPENAPAT VS JKEHEPUK
(KAK HE C3KOHOMUTb B VIEPE 3/0POBbI?) - uacte II

OPUTUHAMbHBIA NMPENAPAT VS IXEHEI

(KAK HE C3KOHOMWTb B YUEPB 3J0POBbI?) - uyacTb

AOAS AKEREPUKOR HO PUDMLIEBTUHECKOM PhiHKe

Poccus

Bonee 100 AxeHepwos Ha
OPWUMHOALHEI NPenCDAt

3anaa

T4 ANEHODINA HO
DI MNOAEHLI NpenoRat

Brnepsble CO3AQHHbIN
Npenapar, NPoLLeA
BECb LIMKA
UCTLITaHMIA, popMyAC
CIKTUBHOTO
KOMMOHEHTA
| 3AWMLLEeHA NATEeHTOM. |

OPUTMHAAbHBIN

CoaepKar pasHbie
QKTVBHbIE BELLECTBA,
OTAMMAIOTCSI
HA3BAHUEM, MOTYT
VCMOAB3OBATLCS AASI
ASYEHWSI OAHVX U TeX
e HEeAYrOB.

NPOXOAUT BCEX g

cwa . 2%

Anceva NN 50%

Fepmarsm 5%

DpoHum 50%

AHI AP S5%
vriows I 0%
Konapa I o

KAUHUYEeCKI

MPEMAPAT

AHANAOIN

OPUTMHAA

MpuemylecTsa:|

~* AOKQBAHHAOS
a¢pPeKTMBHOCTb;

I AOKQ3QAHHOS
6e3onacHocCTb;

* Cpok paspaboTku OPUTMHOABHOTO
npenapara - 12-15 aet

* AeHedHble 3aTPAThl HA BBIXOA OAHOTO
AeKAPCTBEHHOIO Npenapar B
HEKOTOPbIX CAYHASIX AOCTUTrQIOT

2 MAPA. AOAACIPOB:

- 80% CTOMMOCTU — UICCASAOBOHNE
6esonacHocT! U a¢pdeKTUBHOCTU
npenapara;

- 20% - CUHT©3 AEKAPCTBEHHOTO

AVKEHEPUK

A>KEHEPUK

r
MNP On3BOACTBO:

- CMHTe3 Npenapara (aKTUBHAS
CYSCTQHLI,W;I NAKOC
BCNOMOraTeAbHbIe BSU.LGCTBO),‘

- HeT 3 3TAMNOB KAMHUYECKMUX
UCCAEAOBOHUI;

- MPOBOAUTCS TOABKO
NCCAEAOBOHVE
61O3KBMBAASHTHOCTU

(cTeneHn BCACHIBAHUS); kontpons: K

Poccis N ¢S

OcobeHHOCTU AXKEHEPUKOB B PO

* UIHHOBALUMOHHOCTb; Bewecrsa
* XXECTKNI KOHTPOAb

KayecTsd.

1ALl NPOU3BOACTBA:

- CO3ACHUNE MOAEKYAbI

- ICCASAOBAHNE HA KASTKCX U TKAHSIX

- ICCASAOBAHNE HA XXMBOTHBIX

- TP 3TANA KAUHNYe CKUX
UCCASAOBOHUI HO AOBPOBOABLICX 1
NAUUEeHTaxX

- peructpaums

- NOCAepPerMcTpaunOHHbIe
VNCCASAOBOHMS

\_ - Pervctpaums.

BbeTHam);

+ BenomorarenbHble
BeliecTBa (MOryT NpuBoAuTL
K pa3BTHIO TOKCHYECKYX 1
arnnepruyeckmx peaxuui).

COrAQCcHO pOCCUNCKUM TPEGOBAHUSIM U
peraameHty FDA, oTaeAbHble
NoKasaTeAn 6UO3KBUBOASHTHOCTU
(CTeI‘IeHb BCGCbIBdeMOCTM) AXEeHepukos
MOTryT oTAMYaThCsl AO 20 % oT
OPUINMHAABHBIX NPenapaToB.

[TPUYAHBI HA3KOWN
cebecToMmMoCTu:

* OTCyTCTBUE KAVHWNHECKYX
NCCASAOBAHWIA

* OrcytcBre
CpOBHVITeI\beE(
VNCCASAOBAHWIA C
OPUTMHOAOM;

* He npoBepsietca Ha
6e3onacHocCTb.




«lOKTOpa noay4yaroT Kyuy
6aKcoB 3a BbINMUCKY peuenToB!»

o@®
N ¢
DOCTORS o 2Ya 09
GETS BIG BUCKS FOR PRESCRIBING DRUGS
«3a nocnegHue 4 roga

Generic drugs offer the same Bpain noayvymnaun
effectiveness at about one third of the nit to routinely ; 4 MNpA,. SONNAPOB B

rice of brand-name drugs. s they don't
? -3 hey KayecTtBe

Any Questions? , BO3HarpaxkaeHusa...!»
is often pay them. '

Generic

Therapy

Satoshi Kambayashi

) amPo

http://www.businessinsider.com/infographic-america-is-over-medicated




ObamaCare OBAMAXpaHeHue

.'-"

ASK'YOUR

* Side ef(ﬁef“tez mcel;ie
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ts, Shon
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| Some Cases...DEATH.

LOWER COSTS
QTHE RESULTS YOU NEED. [l
VERY LITTLE EFFORT.

ASK FOR
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http://clinical-pharmacy.ru/digest/farmacevtrinok/4041
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CooTHOWEeHUe OPUTUHA/IbHbBIX N TEHEPUNYHECKUNX

npenapaToB Ha Pa3INYHbIX PbIHKaX, AaHHble 2014 r.

%
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OpuUrnHanbHble
npenaparsbl

[eHepuyecKkune
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Pa3BuBatoLlmecs

746 mnppa. pon 309 mapa. aon

imshealth

http://www.imshealth.com/




- MwupoBon papMpPbIHOK: BO3MOKEH I KOMMNPOMMCC? 4 b

3aKOH O 3aluTe NaumMeHToB U AOCTYNMHOM
JKOHOMMUC MeANLIMHCKOM 0bCnyRnBaHUn

mapT 201 (Patient Protection and Affordable Care Act - PPACA)

INSIDE THIS WEEK: A 14-PAGE SPECIAL REPORT ON ISRAEL - [T A |'|!l|- DLth

e . {ed generics generics
Economist COKpaLLIIEHME AOXOA4HOCTH rnobanbHom a3 60 a0 100

®apmbl, B UHHOBALMOHHOM CErMeHTe N
CHU)KaeT MOTMBALMIO K CO34AHUI0 HOBbIX =
MOIEKYN

France |
ray
—

Source: IM5 Health

«[JopoXKHasA KapTa Ana ganbHenwero
NPOABUMKEHUA NOTPEBNEHUA reHEPUUYECKUX

NEeKapCTBEHHbIX CpeacTB» (Roadmap for further
promotion of the use of generic medicines)

imshealth

www.economist.com




u DANGEROUS DRUGS- DANGERQUS MEDICAL DEVICES- UNCATEGORIZED

Exploring Doctor Kickbacks in the L
Pharmaceutical Industry

by jackie April 19, 2013

YOU PAY $215.17

#® Amoxicillin RETAIL PRICE

THEY PAY $0.71

2 Amoxicillin COST OF ACTIVE INGREDIENTS

W= e 30,306%

http://www.i-lawsuit.com/exploring-doctor-kickbacks-in-the-pharmaceutical



PasHunuUa mexKay OPUrMHaNbHBIM U FTEHEPUYECKUM m
UMNpodNOKCaLMHOM NO CTPaHAM MUPa

Drug prices
Selected countries, difference between branded and generic price of ciprofloxacin*, November 30th 2009, $

price, $ 0 20 40 60 80 100
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[eHepUuKn n bpeHabl Ha PO3HMYHOM pbiHKe Ab 4 b
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imshealth

Ncnonb3oBaHbl gaHHbie IMS HELTH, P® 2011-2014
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99 247 632
86 284 641
62 968 939
30 497 906
26 730 810
26 011 228
23773072
23 588 080
18 183 474
13902 423
12 789 662
7 815 564
7 649 200
6 497 970
6226531
5744 430
5569914
4744120
4 552 288

4273334

PbIHOK aHTMOUOTHMKOB, PP 2014

AZITHROMYCIN
AMOXICILLIN*CLAVULANIC ACID
AMOKXICILLIN

CLARITHROMYCIN

JOSAMYCIN

LEVOFLOXACIN

CEFIXIME

CIPROFLOXACIN

DOXYCYCLINE

CEFTRIAXONE

NORFLOXACIN

CEFOTAXIME
SULFAMETHOXAZOLE*TRIMETHOPRIM
MIDECAMYCIN
HYDROXYMETHYLQUINOXALINE DIOXIDE
TINIDAZOLE*CIPROFLOXACIN
CEFAZOLIN

CHLORAMPHENICOL

MOXIFLOXACIN

OFLOXACIN

T T T ...
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X 5 el D o
el A el "

Nel B Pb
(c 2013 ropa npoBoauTCA
peuenTypHbIAN OTAYCK
AHTUBEMOTUKOB)

imshealth

Mcnonb3oBaHbl gaHHblie IMS HELTH, PO 2013




CooTHOLWeHne BpeHa/reHepuK B FOCTUTaIbHOM T
cekTope, P® 2012-2014 (no epernuam)

2,9 % Bcex Ab
B roCNUTa/IbHOM
ceKTope -
reHepuKmn

B OpurnHanbHble
npenaparbl

B [eHepUuKH

Search: 33701857

2012 2013 2014 3

imshealth

Ncnonb3oBaHbl gaHHbie IMS HELTH, P® 2011-2014




KonnuecrseHHOe Ucnonb3oBaHne aHTU6MOTHMKOB

g B rocnutanbHom cermeHTe, P® 2014 (EAEHULLbI)

63 465 601 CEFTRIAXONE

41 872 868 CEFOTAXIME

35451 188 CEFAZOLIN

22 622 095 AMOXICILLIN

19 970 220 CIPROFLOXACIN

16 516 268 AZITHROMYCIN

12 131 299 AMOXICILLIN*CLAVULANIC ACID

5410 836 DOXYCYCLINE

3970 600 NORFLOXACIN

3721153 AMPICILLIN*SULBACTAM
3634610 LEVOFLOXACIN

3295318 CLARITHROMYCIN
2263573 CEFEPIME

2139596 SULBACTAM*CEFOPERAZONE
1710 881 JOSAMYCIN

1546 939 CEFIXIME

812 536 MEROPENEM

515120 MOXIFLOXACIN

‘ Ted
475 246 CILASTATIN*IMIPENEM h lt h
57 119 LINEZOLID I m s e a

Mcnonb3oBaHbl AaHHble IMS HELTH, P® 2014




"y CTpyKTypa obuwero notpebneHns Ab

DDD Ha 1000 yen. aeHb

14

Obuwee notpebneHune AmbynatopHoe lfocnutanbHoe
notpebneHune notpebneHune

Mcnonb3oBaHbl AaHHble IMS HELTH, P® 2014




fi PblHOK aHTMOMOTMKOB, PP 2014 (USD vs. EAEHULBI) <« »

585,3 30,9
mMAH. USD MAH. EL]
® OpuriHanbHble
npenapaTs
B [eHEDHHM
400,9
maH. USD 279,3
MAH. E[L

imshealth

Mcnonb3oBaHbl aaHHble IMS HELTH, P® 2011-2014




FDA, 2014 Pd, 2014 4 b

18.1
- bpeHo - 1'4 -

ALL FDA-APPROVED GENERIC DRUGS
MUST BE EQUIVALENT TO THE BRAND-NAME DRUG U S D

2eHepuK

uSD

AHTUBENOTUK
200 mens e 1S5 FTEHEPUK OELLEB/E B

13 pas

/érage cost of a genenc drug
is brand-name counterpart

80 85% LESS n

Mcnonb3oBaHbl aaHHble IMS HELTH, PO 2013
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- BpeHAoBbI aHTUBMOTUK cTOUT 57.50 S, reHepuK 32. S,
HO A MOTYy NPeANoKnTb Naauebo scero 3a 14.95 S

us mamepuasios www. cartoonstock.com



Mpnbbinb

CTpyKTYpa BIIOXEHUIH
B MHHOBAaLMOHHbIV 6peHg, %

Jlornctmnka
KnuHuveckue

M poasunxeHume UCNbITaHUS

Pernctpauus
N NAaTeHTHan
pa6ora

KoHTposb

KayecCTBa Paspa6oTka BobiseaeHve
npenapara Ha PbIHOK

NNpon3soAacTso

Bnho)xeHuna s

AgantuposaHo US Pharm.Generic Drug Review '




Mpnbbinb

J1IOrMCTUKa

[MpogBukeHue

KoHTposb
KayecTBa

NNpon3soAacTso

The
Artificial muscles Brainwave control: | Marc Andreessen’s
challenge motors sci-fi no longer da
TechnologyOuarterly

Can the scientists keep up

The race to keep up with drug abuse in sport

BnoxeHusa B
bpeH,
(10-12 nert)

BocnpousseaeHue
MOJIEKY/bl

Mo maTtepuanam _
US Pharm.Generic Drug Review




Mpnbbinb

J1IOrMCTUKa

[MpogBukeHue

KoHTposb
KayecTBa

NNpon3soAacTso

BnoxeHusa B
bpeH,
(10-12 nert)

Mpnbbinb

Jlorncruka
MNpoasuxeHune

KoHTpoO/b KayecTBa

NponssoacTso

BocnpousseaeHue
MOJIEKY/bl

o maTtepunanam _
US Pharm.Generic Drug Review
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«Xxopowunm» VS «nnoxom» reHepumK 4 >

13,6 % Bpayven npu Bblbope

reHepuyeckux eopm
PYKOBOACTBYIOTCA LieHON™

CULJOHTV LHINTINDDEON»

Npnbbinb «...KYyrnunuTe 4YT1o-
KoHTpoOAnb KavecTBa H M6y,ﬂ|b
MpounssoacTso noaopoOXKe...»
Cbipbe
[eHepuK

*aHHble onpoca pecypca «[JoKkTop Ha paboTe»




i OueHKa 6MO3KBMBANEHTHOCTHU Metoankm < b

24-36 300poebix nob6poBOAbLLEB

* CpaBHUTeNbHble GapMaKr .~eTUYeCcKue UCCNefOoBaHNA C
y4yactmem f06poBOJIbLEB, B KOTOPbIX aKTUBHbIN
dapmaLleBTUUECKNIA MHTPeaneHT n/unu ero metabonuTsbl
onpeaenarTca Kak PyHKLMA BpEMEHWN B PA3INYHbIX
BNONOrnMYecKnX XNAKOCTAX 419 onpeaeneHmn
PapmakoknHeTmnyecknx nokasatenen s smuge C_ . T, AUC

* CpaBHUTENbHblE PapMaKOAMHAMUNYECKME
o ANTIMICROBIAL
nccaenoBaHMA C ydacTuem noaen AGENIS ARD
CHEMOTHERAPY
* CpaBHUTE/bHbIE KINHNYECKNE nccrenoBaHuUA
* CpaBHUTeENbHbIE UCCNedoBaHMUA In Vitro




fi  «Pa3mep nmeet 3HayeHune !?» <« >




KoHueHTpauus, mr/n

fi

dapmaKoKMHETMYECKaA KpuBas 4 b

/ K (nvkosas konuentpauunsa) - C... / MK

T>MIK

Ounana3oH cenekuumu
PEe3NCTEHTHbIX LUTaMMOB

Bpewms, yac




CDC Home

. )| @ Centers for Disease Control and Prevention < »
I —DC 24/7: Saving Lives. Protecting People.™

THI THREAT OF

Threat Report 2013
ANTIBIITIC RESESTRNGE

FY15 Detect and Protect Against Antibiotic Resistance Budget
Initiative X [PDF - 689 K™

Mcnonb3oBaHue aHTMbMOTUKOB 6e3

M3y4eHHON BMO3KBUBAIEHTHOCTH
COCTaBNAIOLWAA YrPO3bl s o b e iy

pPacnpocCcTpaHeHNA Pe3nCTeHTHOCTU T S - e e Ty g

mmmonc RESISlIHcE IHHEAIS
In!helmtoﬂ States, 2008«

Media centre Publications Countries Programmes About WHO

Drug resistance

Antibiotic resistance - a threat to global health
security

l|-| w buctads o which the Rhenat of astibicth: mititasce ti bow, andf
o =it thepest: sption o mutast jkection:. These
e

umu-nw Irilﬂ!-ﬂ'!l . TRIBATS. W TS Conpgory el
monitorieg snd e o :—n:hlxmn.ymn

Side-event at the Sixty-sixth WHA

Date: May 2013
Place: WHO, Geneva, Switzerland

Key messages from the side-event

http://www.cdc.gov/drugresistance/threat-report-2013/pdf



«Pa3mep numeeT 3HayeHue | ?» uan asnaerca am dapmako-

4 b
KNHEeTU4YeCKana sKBNBAJIEHTHOCTb AO0KA3aTE/IbCTBOM TepaHeBTMHeCKOVI?

Ana npenapatos U3 rpynnbl A (FDA) ¢ KAMHUYECKM AOKa3aHHOM
TepaneBTUYECKOMN IKBMBAJIEHTHOCTbIO OT/INYKNA OT bpeH0B B
* [OMYCTUMb OCHOBHbIX bapMaKOKMHETMUYECKUX NapameTpax He npeBbiwatoT 4 %

AUC, Cmax, tmax reHepU4ew... 1penapaTos
B HacTosALee Bpema coctasnseT 20 %

10

Dhrug A ’/4\-
Drug B '//
e 8~
/
3 ¢ /
H /
5 4 f
3 AUC
S o
g 2| bapMaKOKMHETMYECKNE NCCea0BaHNA
. ___ OAHOKpaTHOM A03bl FeHepUKa U bpeHaa
] i B8 12 16 o
Tmax B I octaloTca GopMoi A0Ka3aTeNbCTBa
rmax-'q ime
W ETeEnES o BlemeuiE apdeKTnBHOCTM KU Be3onacHocTH
New EU Directive 2283, 2//cu: Art. 10.1). — BocnpousseseHHoro JIC

Faassen et al. // Clin. Pharmacokinet. — 2004. — Vol. 43. — P. 1117.




fi Ecnun y Hac ectb npobaembl ¢ 4r
reHepuKamm rno CpaBHEHMUIO C
6peHa aHTUMUKPOOHbIMMU
npenapatamu?

JPHS.\ \ . Services Hesearclﬂ;

66 pabot B8 MEDLINE n EMBASE
NOCBSALLEHHbIX MAEHTUYHOCTH

should we have concerns with generic vers
aHTUONOTMKOB

A review of issues

Michael A. Veronin

Articlefirsy  lished online: 19 JUL 2011 y Journal of Pharmaceutical

DOl 1041 %R03.2011.00059 x —— - Health Services Research
L R Volume 2 , Issue 3 , pages
sutics 135-150 , September 2011

B 9 % nccnenoBaHUM OTParKeHO NOHOE HECOOTBETCTBUE,
Tonbko 45% paboT AeMOHCTPUPYIOT OTCYTCTBUE «CYyUW,eCcmB8eHHOU KAUHUYECKOU
pa3HUUbl Mexoy bpeHO08bIMU U 2eHepuYyecKkuMu aHmMubuomuKkamu »



Y MeHsi Ha OAMH aHTUONOTKK ABa peuenTa:

ANA MyXa 1 ana cobakun. flainte 6peHA0BbIN
ANA cobaku, reHepuK comaer gna myxa

LGENERIC IS OK FOR MY HUSBAND | =

©pharmainro.net




ObuwecTtBeHHOE MHEHMe 4 b

NMOYEMY BALLU NEKAPCTBA
CTOAT TAK AOPOIO ?

M WHO’S TO BLAME
= WHAT WE CAN
DO ABOUTIT

By Donald L Barlett
and James B. Steele




i CPABHEHWE 40 TEHEPUKOB KTIAPUTPOMULMNHA <« »

ORIGINAL RESEARCH ARTICLE 7 3524/05 D002 0195/$34 95,1

2 2005 Adk Doilo Information BY. All ights resensed.

A Survey of the Quality of
Generic Clarithromycin Products
from 18 Countries

C.H. Nightingale

Center for Anti-Infective Research and Development, Hartford Hospital and University of
Connecticut School of Pharmacy, Hartford, Connecticut, USA

Nightingale C.; ICMAS-KO 5; 2000




CSPC

CSPC Pharmaceutical Group Limited

B Hebei Zhongrun (Antibiotics)

B Zhongnuo (Formw™ )

B Weishenp

O Huarong CybctaHuunm 18

BNBF Pha aHTUOUOTUKOB,

o Zhongrd 15 000 TOHH
B Zhonggl

B Zhongka
exero

As a pharmaceutical enterprise concerning the health of people, CSPC persists
perfection in quality. The CSPC staffs take their solemn promises to people’s health
each vial and tablet. For ten years, relying on the perfect three-level quality confre
spotcheck qualified rate of products has maintained 100% consecutively in the |
products like penicillin and amoxicillin are listed in the “Famous Products of Hebel
present, the CSPC has already established an international quality guarantee ¢ °
enterprise. All workshops have passed through the GMP authentication, and |
companies have passed through 1508000 serial authentication. Also, the caffeine, \
Vitamin B has first passed through the European COS authentication in China, and n [ ]
have passed through the international authentication of BRC. HACCP. IP. FAMIC
KOSHER etc.

dMOKCHUUNUNNTUHA ———t

4 b

China Shijiazhuang Pharmaceutical Group Co., Ltd. (CSPC) was incorporated by Hebei
Pharmaceutical Corporation, Shijiazhuang Mo. 1 Pharmaceutical Group Co,, Ltd. and other two
companies on Aug 21, 1987. = : o D D
pharmaceutical enterprises iy

group of Hebei Province. I-I p " 6 blfl b 60” ee
CSPC Pharma. current
and has more than ten afillia 5 US
Ouyi Pharma., NBP, etc, ther 11) Mn plul' D B rolul'
established in Hong Kong is:

one of the largest pharmagel 20 Tbl C, COprpIH M KO B

Chips Index Component stoe
Listed Companies with busines

® —— .
Vil 6is%A
CSPC

Cy6ctaHuum moryrt bbiTb
npousBeaeHbl B COOTBETCTBUM C
TpeboBaHuaAMMU

FDA

GGMP

HaumoHanbHbIMM CTaHAAPTaMM
Ycnosmnamm 3akasumka

ntep://www.e-cspc.com
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KUTAMCKAA TPAMOTHOCTb 4 »
N3 1319 dapmnpennpuatun Kutas, s e e
cneuMann3npyroLwmxca Ha Npoun3BoacTBe VA“EMECUM

ctepunbHbIX J1C, cepTudUKauuto B
COOTBETCTBUM C npoToKkosnom GMP-2011
No cocToAHUIO Ha 1 aekabpa 2014 ropa

npownu 342 (25,9%). [ __/ .
- | KMTAMCKAH
: ‘ /'PAMOTHDCTb_\E

13 3839 npeanpuATUA NpousBoaUTENEN
HecTepunbHbIX JIC, cepTudpumkat GMP

obpasua 2011 roga nonyunnn 17,2%

AENGBORKYPHAN 0B HHAYCTPHA 3/1PABOIKPAHERUA

http://vademec.ru/magazines/article2958.html
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GLP

nabopaTtopHbie
nccneaoBaHuA

GCP

KNUHUYECKue
mncnbiTtaHuma J1C

GMP

nponssoacTteo J1C

3ODPEKTUBHbLIN
AHTUBUOTUK
(reHepuueckni)

GSP

XpaHeHwue JIC

4 b

GDP

onToBaAn
Toprosna J1C

GPP

PO3HUYHAA
Toprosna J1C




www.doktornarabote.ru/Publications/

D &

Dokrop Ha paGoTe

CornacHbl v Bbl € yTBEpXKAeHUEeM, UTO FreHepuKu
BCETA xy»e opuUruHasbHbIX NpenapaTtos

B uenom cornaceH, B 60NbLKNHKH-

CTBe CNy4YaeB KayecTBO JKeHepH-
KOB Xy>Ke OPHUIrMHanbHbIX npena-
paToB

Her, 3T0 coBepweHHD
ownboyHoe MHeHMe

Oa, scerpa

PecnoHpgeHTbl: 6500 Bpayen n3 83 permoHos PO



www. dnktnrnarabnte rufF'ubllcatmnsf

D Q, peHepuKn v 6peHasb m (© Hacrpoitin

Dokrop Ha paGoTe

Koz20a Bbl Ha3HayYaeme 2eHepukKu, yem Beol
pyKosoocmeyemecs ?

Ddupma-npoussoauTens

Lena npenapara

PecnoHpeHTbI:
6500 Bpauen m3
83 pernmoHos PP

Coaer xonner

NwaHbiR onpiT




YTO XOPOLLEIO B...?

OPUTUHANIbHbIX AHTUBUOTUKAX

* Hosblit Wwar B aHTMBNOTMKOTEPANUMN.

* 3¢dPeKTUBHOCTb COOTBETCTBYET
«3asIBJIEHHOMYY.

* HexenatenbHble 3 PeKTbl HE Bbille
OMUCAHHDbIX.

* WNHPopmauMoHHaA noapeprKka
(conpoBoXKaAeHWE) NPoABUNKEHUA.
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Mwudbl 0 aHTMOMOTMKAX

[eHepuyeckmne aHTMObMOTUKK aelieBne bpeHaoBbIX |?

giscovery
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) JKoHOMUYecKana 3 PeKTUBHOCTb »

36 USD B aeHb

OcnoxHeHud

Koliko/peHb NHBanmamsaums
CmepTb

Am6ynatopHoe BCEIENSN HepononydeHHas
neyeHmne no 6/n npubbinb

3aTpaThbl Ha
nevyeHune

JKOHOMMYECKaA 3PPEKTUBHOCTb

Obuwue pacxogbl No 3aboneBaHUo




) dKoHOMMUYecKana 3¢ PeKTUBHOCTD ? 4 p

OcnoxHeHud

Koliko/peHb NHBanmamsaums
CmepTb

neyeHwue npubbINbL

AmbynatopHoe BEEUNENCIN HepononyyeHHas
no 6/n l

4 JKoHOMMYecKana 3dPeKTUBHOCTL ?

Headd 3\ A
NeyeHune : B
A ’ /1

g
f GENERH
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" MNepsbin 3akoH PAPMAKOIKOHOMUKU <« »

AHTUBUNOTUK




- «OPAHXEBAA KHUTA» FDA 4 b

APPROVED DRUG PRODUCTS

With Therapeutic Equivalence Evaluations

The "Orange Book"

ORANGE BOOK

A)
- e




,—."’:{;':L 1.5, Department of Health & Human Services

AtoZIndax | Follow FDA | FDA Valce Blog

U.S. Food and Drug Administration ] SEARCH
FOA :

Protecting and Promoting Your Health FT T S—

Home | Food | Drugs | Medical Devices | Radiation-Emitting Products | Vaccines, Blood & Biologics | Animal & Veterinary | Cosmetics | Tobacco Products

Orange Book: Approved Drug Products with Therapeutic & o

Equivalence Evaluations
© FDA Home © Drug Databases ©® Orange Book

Start Over
No matching records found. Please enter new search criteria.

Search by Active Ingredient:
(Type in part or all of name)

Select the list you would like to search:

(+) Rx (Prescription Drug Products)
() QTC (Over-the-Counter Drug Products)
() Disc (Discontinued Drug Products)

| Submit | | Clear |

Return to Electronic Orange Book Home Page

FDA/Center for Drug Evaluation and Research
Office of Generic Drugs

Division of Labeling and Program Support
Update Frequency:

Crange Book Data - Monthly

Generic Drug Product Information & Patent Information - Daily
Orange Book Data Updated Through February 01, 2014

Patent and Generic Drug Product Data Last Updated: March 11, 2014



.-=v. !AO FD AAIAN;AO;AP,OrAT

-

e Kog, «A» - npenapaT € NOATBEPKAEHHNIA AKRURANAHTHNACThHN

6 6
(cBepeHmsa o npbnemax 6MosKBMBAA AB , AB1, AB2 , AB3
OTCYTCTBYIOT)

e Kog «AB» =10 e, uTo 1 Ko, «A», HO cBeaeHuA 0 npobaiemax
brnosKkBuBaneHTHOCTM uMenn MecTo BC, BD, BE, BN, BP, BR, BS,
AOMNO/IHUTEeNbHbIMU UCCNea0BaH 4" BT BX or B*.AA

’ 4 e

e Kop «B» - 3KBMBa/NIEHTHOCTb NpenapaTa He NoATBepPHKAeHa




PekomeHayemble npenaparbl,
. pY bpeHa = leHepukK
OpaHXKeBas KHUT3 L i
PekomeHayemble npenaparbl,

C OCTOPOXHOCTbIO B YPréHTHbIX COCTOAHUAX,
CNAy4vyanax pe3anCTteéHTHbIX K Tepanuu

e Kog «A» - npenapaT Cn
3KBMBANEHTHOCTbOM "
bnoskBmBaneH™ _ivn,

e Koa «AB» - TO e, uto 1 Koa, «A», HUEEE (A gl e LEE LA 6]
OUO3KBMBANEHTHOCTU UMENU MeCTC $papmaKkosKOHOMUYECKasA
OOMNONHUTENbHBIMU UCCocS __ 3QPeKTMBHOCTb He l0Ka3aHa

e Kop «B» - TepaneBTMYeCcKaa 3KBUBANEHTHOCTb NpenapaTa He
NoATBEpPKAEeHa




Crtpaxosasa komnaHusa, UHO (USA)

{ Questions? Call (800) 444-8990 Get Quote

UnitedHea]thOnéf Explore Plans Customers Providers Brokers

S A
N 1
; J 11

Health Savings Accounts

Medical Coverage

Take Control of Your Health Care Expenses With an HSA
» Health Insurance
Our Health Savings Account (HSA) plans combine an insurance plan with a tax-advantaged savings account.

» Health Savings Accounts
Do you want more control over how your health care dollars are spent? See whatan HSA can do for you.

» Copay Plans HSA plans can help you take control of your health, your medical decisions, and your medical spending. An HSA can increase
your health insurance buying power by:
» Saver Plan
o Offering lower premiums than most copay plans.
» Short Term Health Insurance « Helping you regain more control of your health care dollars.
« Giving you the option of paying out-of-pocket health care expenses, such as prescriptions and your deductible, with tax-
» Travel Health Insurance advantaged savings.
Providing one simple, calendar-year deductible per family.
Supplemental Coverage
An HSA acts similar to the flexible spending accounts many have with their employer-provided health plans, except the money is
» Dental Insurance yours to keep. There is no “use it or lose it” feature. You can even use the savings account for qualified health care expenses

during retirement or after age 65.
» Critical lliness Insurance
Explore some of the services and items considered a qualified expense with an HSA.

» Disability Income Insurance
Plan Options’

https://www.uhone.com




CtpaxoBasa komnaHua, UHO (USA)

e Kog «A» - rpenapar ¢ noplTBepwnpm—ml)’l TAeNAMNARTUUACKNIA
9KBUNBAJIEHTHOCTbHO (CBe,EI,eHI/IFI

Conditionally recommended
OUO3KBMBANEHTHOCTU npe~ .

e Kog, «AB» -TO »Ke, UTo 1 Koa, «A», HO cBeAeHMa o npobaemax
O1O3KBMBAIEHTHOCTU UMENU MECTO (HO OblIM ONDOBEDIHVTbI
NOMNO/IHNTENBbHBIMW UCCNeA0BaH

e Kop «B» - TeaiieBTMyecKan sKBUBANEHTHOCTb NPenapaTa He
NoATBEpPKAEeHa

https://www.uhone.com




o http://aac.asm.org/content/early/AAC.00350

mmee | ANtimicrobial Agents
SOCIETY FOR

mcrosoroer | ANA Chemotherapy

Even “insignificant” deviations from the chemical =
identity of bioequivalent generic antibiotics can lead
to therapeutic nonequivalence: the case of
meropenem

M Agudelol 2,7 auezl:2, C. A. Pelaez3 and O Vesgal:2:4.5°

J[larke «He3HauYUTEeNbHbIEY» OTKNOHEHUSA OT
XUMUNYECKON NAEHTUYHOCTU
6MO03KBUBANIEHTHbIX aHTUONOTUKOB MOKET
NPUBECTU K TepaneBTUYECKOMN
HEe3KBMBAJIEHTHOCTHU

4 b

May 2014, Volume 58, Issue 5

ANTIMICRO!
AGENTS AND
CHEMOTHERAPY

Background: several studies with animal models have demonstrated that
bicequivalence of generic products of antibiotics like vancomycin, as currently
defined, do not guarantee therapeutic equivalence. However, the amount and
characteristics of impurities and degradation products in these formulations do
not viclate the requirements of the US Pharmacopeia (USP). Here, we provide
experimental data with three generic products of meropenem that help to
understand how these apparently insignificant chemical differences affect their in
vivo efficacy.

Methods: meropenem generics were compared with the innovator in vitro by
microbiclogical assay, susceptibility testing and liquid chromatography/mass
spectrometry (LC/MS) analysis, and in vivo with the neutropenic guinea pig soleus
infection model (Pseudomonas aeruginosa ) and the neutropenic mouse thigh (P.
aeruginosa ), brain (P. aeruginosa ) and lung (Klebisella pneumoniae ) infection
maodels, adding the dihydropeptidase-I (DHP-1) inhibitor cilastatin in different
proportions to the carbapenem.

Results: concentration and potency of the active pharmaceutical ingredient, in
vitro susceptibility testing and mouse pharmacokinetics were identical for all
products, but two generics differed significantly from the innovator in the guinea
pig and mouse models while the third generic was therapeutically equivalent
under all conditions. Tri-sodium adducts in a bioequivalent generic made it more
susceptible to DHP-1 hydrolysis and less stable at room temperature, explaining
its therapeutic nonequivalence.

Conclusion: therapeutic noneguivalence of generic products of meropenem is
due to greater susceptibility to DHP-| hydrolysis. These failing generics are
compliant with USP requirements and would remain undetectable under current
regulations.
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fi Ecnv He nonyyeH «oTBeT» HA aHTUOUOTUK? < »

e 3aboneBaHne BbI3BaHO MUKPOOPraHM3MOM, YCTOMUYNBbLIM K BblbpaHHOMY AB
(mnkpobunonormnueckoe nccnepgosaHue, 3ameHa Ab)

e 3aboneBaHune He MHPEKLMOHHOU NpUpoabl (Bonpoc o uenecoobpasHoctu ABT)

e (KOoppeKTupoBKa A03bl U KPaTHOCTU BBEAEHUSA)
e lMNneppeakTUBHOE COCTOSAHUE (NnaToreHeTMUYECKan Tepanua)

e Ta)ecTb cOCTOAHUA, UMMYHOAedULUUT (KOMOUHMPOBaHHAA Tepanus,
KOPPEKTUPOBKa A03bl U KPAaTHOCTU BBeAeHUA)

e TpyaHoAOCTYNHbIE npoueccbl (BbiI6bOp aHTMOMOTUKA, KOPPEKTUPOBKA A,03bl,
AJITENIbHOCTH)

* Ucnonb3oBaHne HESDPPEKTUBHOIO reHepuyecKoro cpeacrea
(3ameHa Ha opUrMHaNbHLIM AHTUOUOTUK NN HA FeHEePUK C J0KA3aHHOM
6M03KBMBANEHTHOCTbIO)
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MarTraOiners. = Jioinod laboratores pharmaceical products div
= Fanbaowy laboradodes 13d
= Sandozing

= ninom | aiboratones

v Teva phammaceuicals usa inc

= Wawson laboratodes Ime Sorda

= Apoied com

= has pRanTacELl cals. NG SUD 1A PRATMacHNcals usa
= Nylan phammacericals inc

»  Fomane [aboradonies inc

= Wookasd 13d

Fackagers = Ao Lanoraodes Lid
= fudvanced Prarmmacedoal Seedoes nc
*  Amerdsouos Health Servioes Com
»  Apoten o
= AQPhammacericals
v S Medcaton Solufons LLC
= Bryari Ranch Prepack
«  Cardral Health
= DA Prasmacstoals
= Direct Dispersing inc.
»  Dispersing Saulons
= Diversifed Heal fvoane Serdoes nc

o 52 komnaHuu

= H.J Harkdres Co o

| It CUHTEe3upylowme
= Malser Foundsdon Hospisal

o Laioe Eie Medical and Surgical Supoly

R aKTMBHbIe cybcTaHUMK

= Wylan

= Beurman Disbuions nc

v hucare Prammacsicals ino

«  Palmedio Pramacedcals inc

= POALLG

«  PD-Rax Pramaceicals no

= Phammacesical LHIizadon Maragement Program W inc.
»  Physicians Tolal Care Inc

= Predemed Pranmaos noals ino

= Prepackage Specialisis

»  Promex Medical Inc.

= Fanbacy Laboratones

»  Febel Dis¥iuions Com

«  Fadpraem Dg

= Foemody Repack

»  Fesouce Opdmizadon and innowadon LLG

| s bonee 470 npons3BoAaCTB

= Souvecod Prammacericals
51 Nary's Medcal Park Phammacy
s NEKAPCTBEHHbIX CPeACTB
= Siai Sonpis LLC
» Teva Prasmaceutcal indusves Lid
= Toba Phamma o
»  LIDL Laiboraiones.
= Waison Prammacericals
= Wookinaec Lid
»  Frejlang Husyl Prasmaceiioal Co Ly

Dosage orms
s porag

o 4 Rowe
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Identification, infrered Absorplion 1975A: 1in 20solution in chloroform

Specific rotation 37815 between -85 and -85 (1=20").
Test solution: 10mg per mlL,in chioroform.
Crystallinity 88350 meets the requiremeants.

pHAr%1 h: between 7.9and 10.0,determined in a 1in 900suspension of it in a mixture of water and methanol (19:1).

darpod (3921 A not more than 2.0%.

coition 2281 0: not more than 0.3%,the charred residue being moistenad with 2rmlof nitric acid and

Sl

adjust with
= adjustments if

by in

3 o
Ency,in pg per
At Mobile

5 1 Stendand

niaining about
wrd preparationto

canc flask,and add
L Lo = 0 1N IT NECESSE Laute withh methanol 1o
wolume, and mix. Trans ~ution 10 8 mvadurrmnc ﬂa.ak dilute with f-bm.le phaseto volume, mis, and
pass tmrougn & filter nay = or finer.Lse the fitrate as the Asssy preparsfion.

umwr,- E— . - 1”;';""“.3“ }
Feoer e CTaHaapT FDA — 22 s

o e GMP—15 -
e [OCTP 52249-2004* -9

e aling fag njections is
not more than

Progeduns— Separately inject eqgual volumes {Mmiﬂmﬁfﬂmﬁmmmmaﬂa&ay
preparationnto the chromatograon,record the chromatograms,and measure tne areas for the major peaks . Caloulate
e quantity,in pg,of CazHegNO,2in each mg of the Clanthronmmycin taken oy the formula:

SO00SAr ),
im which Cis the concentration,in pg per mb,of clantheomycin {CagHegMNO 1 lin the Standand preperation, Ms the
gquantity,in mg,of Cantheomycin taken to pregare the Assay preparalion,and r,and reare the clantromycin peak
responses oplained from the Asssy preperefionand the Standsrd preparsfion, respectively.

*FOCT P 52249-2004 «MpaBuna npon3BoacTBa U
KOHTPONA KauyecTBa NeKapCTBEHHbIX CpeacTB»




Y10 nenatb ?

* [lepecTtaTb OTOXAECTBNAATb
reHepuKu ¢ HeKayecTBeHHbIMU

npenapatamu

* Mpesymnuuna
«3PpPEeKTUBHOCTU» NN
«He3pPEeKTUBHOCTU?
reHepuka?




(

-

IloKTOp, noroauTe-Ka..., a Bbl reHepunyeckme
aHTMONOTUKM C AOKA3aHHOM TepaneBTUYECKOM
3KBUBANEHTHOCTbIO Ha3HavaeTe?!
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N3BelleHne 0 NO6OYHOM AENCTBUMN, HEXKENATENBHOM peaKkumnm
WM OTCYTCTBUU OXMAQEeMOoro TepanesTnyeckoro apdekra J1C

O CNIYXBE ~ AOKYMEHTbl ~ 3/IEKTPOHHBIE CEPBUCBI  OBPATHASA CBA3b v BAKAHCKUU fi}{\)

PEAEPAABHAA CAYXKBA T10 HAA3OPY
B COEPE 3APABOOXPAHEHMSL
MeANUMHCKas AesTeNbHOCTD MeauumHCKue usgenus JlexapcTBeHHbIe CPeACTBa KOHTpOnb 1 Hag3op

Ly |

Poc3apaBHazsop uHGOpMMpYyeT O HEO6XOAVMOCTH YBEAOMAATL
®deaepanbHyto cnyX6y no Haasopy B chepe 3apaBoOXpaHEeHUs 0 Hayane
npeAnpUHUMAaTENbLCKOV AEATEeNLHOCTY B cpepe obpalleHus MeaULIMHCKUX
v3aenvii n HanomMuHaet o6 oTB...

MNoapobHee

MONY/NAPHBIE 3AMPOCHI ()  NAUMEHTY &  3AABUTENIO

18.03.2015 17.03.2015 17.03.2015
HOBOCTH Poc3apasHag3op: B pabore MvHucTepcTea P0OC3ApaBHaA30p BLIABUA HapyLLEHVS B Mpvika3 MuH3apasa Poccvu ot 23.01.2015 Ne
3ApaBooxpaHeHuna YensbuHckoi obhactn AearenbHocTy CaHkT-MeTepbyprckoro 131
> ®egepancHas cyx6a BLIABNEHbI HEAOCTATKY, NPENATCTBYIOWME roCyAapCTBeHHOro BHOAXETHOro yupeXaeHus
peanv3sauyvu Npas rpaxzaH Ha nonyyexvie 3paBooxpaHeriis « OPOACKan CTaHUMa
CBOEBPEMEHHOW 1 KaueCcTBeHHO! CKOPOW MegVLINMHCKOM NOMOoLLV», penbaliepsbl
MeAVILIHCKOM NOMOLLM KOTOpOro HenoaobaloLwym o6pa3om
obpallanvice € NayneHTom

> PervoHs!

Cmorpersb BCe
17.03.2015 17.03.2015 16.03.2015
Mpuvika3 MyH3gpasa Poccum ot 23.01.2015 Ne Aenerauvis PocaapasHaa3opa nocetvna Jloknag o NMLEeH31POBaHKY OTAENbHbIX BMAOB

®dnHaHcoBble 3aTpaThl, cBA3aHHble ¢ HMP B CLLUA*

76,6 mnpa. aponnapos B roa,
1/7 yacTb KOMKO-AHEMN

*Johnson J.A., Bootman J.L. Drug-related Morbidity and Mortality: A Cost-of-lliness Model




), World Health

_/f'lm {58 Organization

hHAR CAYMEBA TI0 HAAZOPY

REGIONAL OFFICE FOR El.ll'ope B COEPE 3APABOOXPAHEHMS

19 256
12 702

164

11

* Hauben M. Early postmarketing drug safety surveillance: data mining
points to consider // Ann Pharmacother. 2014; Oct; 38: 10: 1625-30.

** The importance of Pharmacovigilance. WHO, 2012
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o CrpaTterna ®APMA 2020 Yto Aenatb? 4 »

OmnaaemMble KOHEeYHble 1. ¥eenuueHuwe Oond NpogyKuKMe OTEeYecTBEHHOro NpoMIsoacTea B obwem obbeme
pPE3yNnbTaTbl noTtpebneHWA Ha BHYTpeHHEM pbiHKe go 50% B CTOMMOCTHOM BbipaMeHMH K
peanM3IauMM CTpaTerim 2020 roay.

2. ¥ “npenapaToB, peanMIyeMelx Ha
MCNe YBEeNKMYeHHe O0nK

1 Aewesne! 1MOCTHOM BblpaMeHH M.
3. :}:IEH_AFCTBA. _ podyKLUMK B 8 paz Nno cpaBHEHMED C
q. ~ ' Poccuickol efepaukMid cornacHo
pharma: 0.ru AKX NEKapCTBEHHbIX CPEeCTE.
5.9 ga dapMaleBTHYeCKMX CcybCTaHLUMEA
Ha Ter ~occHickol Pegepauv B pazMepe, HeobxogwMomM N\
o AMA BbINycKa 50% roToBblX NeKapCTBEHHBIXY OopM B JeHEXHOM

«PAMEHWM, BKNKOYAA He MeHee 85% no HOMeHKNATYpe M3 CNKCKa
cTpaTervudeckux JC.

\@APMA AL F4)) 3ansaHMpoBaHo No

www.pharmaz2020.ru Hal'lpaB]'IeHVII'O
«lMepexon Ha GMP»:
36 000 mnH pybnei

http://www.sertifikacia.info/certification www.pharma2020.ru




MIHICTDPCTBA | MUHUCTEPCTBO

AXOBBI 3JIAPOVS 3JIPABOOXPAHEHUS
POCIIYBJIIKI BEJIAPYCH PECIIYBJIMKH BEJIAPYCH
3ATA IIPUKA3
/f ﬁ M Ne / / f
. MiHck . MuHCK

O npoaBHXeHHH OTEYECTBEHHBIX
JIEKapCTBEHHEBIX CPEJICTB B OpraHU3alHsaX
3/paBOOXpPaHEeHUs

1.4. obecnieynTh MOHMTOPHHT Bpa4eOHBIX Ha3HAYEHHI IPH BBHINKACKE K3
CTallHOHAPOB, KOHCYJIBTATHBHBIX 3aK/IIOYEHHH CHOeLHAIMCTOB, COTPYIHHKOB
Kapenp, amOynaTOpHO-NIOUKIMHHYECKUX OPraHM3aluii 3paBOOXPAHEHHS B
YacTH Ha3HAYEHUsl OTEUYECTBEHHBIX JIEKAPCTBEHHBIX CPEJCTB.

Cpok — exxeMecs4HO;

‘>

1.2. paspaborare u yTBepANTS MaHbl Ha 2015 roa pabounx coselaHmii,
.. TIPOBOJHMEIX B MOABENOMCTEEHHBIX YUPEHKICHHAX, 1/ OPraHH3AUHH YYacTHA "
B uux npesicrasuteneli orveuecrsenntix dapmanesruueckux npeanpustuii. BOJHTEIJICH
Cpok — o 10 Mapra 2015 r;
1.3. ofecneunts mTpoBejeHHe eXEHENENBHOTO HHOPMHpPOBAHHA B
KaX#IOM M3 CTPYKTYPHBIX TOJIpa3/iefieHHH OpraHH3auiii 31paBooXpaHeHns, Ha
CHEHENENMBHEIX AIMHHHCTPATHEBHEIX COBCIIAHHAX, SHEMECAYHBIX

1.9. wuckir
JIEKAPCTBEHHBIX |
Cpok — mo¢™

MEIHIMHCKHX COBETAX, PafOHHBIX MEPONPHATHAX 10 BHOBb OCBOSHHEIM
OTEYECTBEHHBIM JIEKAPCTBCHHLIM CPeICTEAM, HMEIOLIHMCA B anTeuHoii ceTH,
|| COBMECTHO ¢ $apMIpEICTABHTENAMH OTEUCCTBEHHBIX IEKAPCTBEHHEIX CPEICTE.

CpDK HCTIOTHEHHA — CHCHEeJe/IbHO;




Yt1o penatb ? 4 b

-3 aRpPeTNTb-Bee-FeHepiit= NPON3BOACTBA be3
GMP..., reHepunKn 6e3 nokazaHHOMU
O1NO3KBMBA/IEHTHOCTH...?

* bonee ctporue Kputepmun GMO3KBMBAJIEHTHOCTM

e dopmuposaHue 6a3bl JaHHbIX aHANOTMYHOM
«OpaHKesoun KHUre» FDA.

e InpdpepeHuUmMpoBaHHbIE HA3HAYEHMUA.

 ObyuyeHue n npocBeLleHue Bpavyen 1
HaceneHms.

GENERIC Vs




i «bypAa B nycTbiHE» Alexandre Hogue, 1933
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Moaenn «B3anMOOTHOLLEHUN» reHEepPUK - bpeHa, 4 >

fi

 CooTHOWeEHME aHTUOMNOTMKOB —
reHepuK : opurmHaabHblii npenapar = 40 : 60 (80 : 20) %

* BeaeHue TAXKenou (ypreHTHOM) NaToNornm ToNbKO
aHTUONOTUKAaMM C JOKa3aHHOW TepaneBTUYECKON
35KBMBANEHTHOCTbIO Unn bpeHaosbimu J1C.

http://www.aidsmap.com/The-generic-generation/page/2541038/




fi  OTBeTCTBEHHOCTb AMCTPUObLIOTEPA

e PP —-1226 nucrpnbbiotopos*

 CWLA-18
(60% pblHKa aHTMOUOTUKOB
- 3 ancrtpubblotopa)

 EBpona (EU) - 24
(65% pbIHKA
- 5 ancTpmbbioTopOB)

*NaHHble 2014 roga  http://www.ccipharm.com




CBobOAHbIM AOCTYN K TeEXHONOrMAM bpeHaa 4 b

MEDICINES PATENT POOL

PATENT

HOLDERS CETE

MANUFACTURERS

PEOPLE LIVING
=  WITHHV

| htfp://Www.aids‘miap;cnorh/Th'e-geAn'eriEA-gAe’hérét'i.dr»\/pa‘ge/2541038/




BPEHA VS. TEHEPUK
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- PysaHoB Amutpui KOpbesuy druzanoff@mail.ru <

Echu nepectartb AENNTb MNP HaA TO, YHTO HPABUTCA N YTO HET,
- BelWn CTaHYT TaKUMWU, KakKne OHWN eCTb.




“ O6meH reHamu mexay 6aktepuamum: c nomolbio 6akTepuodaros,
nnasmungHbix AHK nam yepes JHK oT MEPTBOMN KNETKU
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NpeHTndmnumposaHo 10 Tbic.
reHoB, by AaloLWnX Mexay
2,3 TbiC. reHOMamun'*

3a CYET KBCEMUPHOW MEXBUA0BOMN
reHeTUYecKomn cetn» bakTepum
obnapatoT cnocobHOCTLIO CBEPX-
6bIcTPO 06peTaTb YCTOMUYMBOCTb K
aHTUOMOTUKAM

baktepno-NET Hauan
pa3BmMBaTbCA BMECTE C
aHTUbMoTMKaMMW.

October 31, 2011

WWW.nature.com * Eric Alm




