www.health.gov.l - \
&
apeyime:
NIMWNIT NN N1711311007 JnAn TN
AIN197 1IN YW 0301 N1AY (1A | Mnn 9N NINTM2N
The Institute for Standardization and Control of Pharmaceuticals NG00
ISCP 04052016 04/05/2016 39 1 Hny Y MIIN 5N YINNR
B ICH n yax
VIUN 1033 V7
2016 >xn 04

W YHua R

International Council for Harmonization of Technical -3 13398 5w NI12°X 271 PIAR 1737

Requirements for Pharmaceuticals for Human Use (ICH)

International Corporation on Harmonization of Technical Requirements for - 139%)

Registration of V icinal Products (VICH)

nYmIn Sy mMan ow oin DOO![ nm D°1PNY NYIP°Y 11912 MR 9PN DOV

. -11CH,

DA ) nrmxora

\W
QUXMINNDT D210 21 2°Pwon Y Mok Rwua VIC H n» DX 1O ar Aann
07R1DT DOPWON SW MK RWID 7RI 0 DWW 2°3pN N ona 'y

JPIY W 19137 0013 22WHN DY O3 NMIPR N1RITT 00 ,00ar

293217 29WON P NSO IRV N1

Q1A-Q1F Stability (EX-007 1omn %mi1 oa %)
Q2 Analytical Validation

Q3A-Q3D Impurities

Q5A-Q5E Quality of Biotechnological Products

Q6A-Q6B Specifications

Q7 Good manufacturing Practice

Ministry of Health - Pharmaceutical Division PINPIIN PR — MNHIN T9VUN
The Institute for Standardization and Control of Pharmaceuticals ANIDY $912IN YV DNPM NNPAY )onn
P.O.B 33410 Jerusalem 91342 91342 ©YHwH9 33410 .1.0

Fax: 02-6551777 Tel: 02-6551717 02-6551777 :9p9 02-6551717 :H5v



www.health.gov.il ’ \; .
HiD
apeyime:
NIMWNT NTNI9T NMTTI1D0T JNIAn TIWwn
AIN197 11NN JW 073N NTAT [12AA | 1IN 9N NINMaN

The Institute for Standardization and Control of Pharmaceuticals LRI

ISCP 04052016 04/05/2016 379 2 Y SY MmN 95N YINN
B ICH 5 yax

Ministry of Health - Pharmaceutical Division

The Institute for Standardization and Control of Pharmaceuticals
P.O.B 33410 Jerusalem 91342

Fax: 02-6551777 Tel: 02-6551717

(2008 -u"ownn D>PWoN? DONIRI N ORIN D APINT MIPN DX 1IRD)
Q8 Pharmaceutical Development
Q9 Quality Risk Management
Q10 Pharmaceutical quality System

Q11 Development and manufacture of drug Substance

29792991) 2YN DR 112N IRV NN

VICHGL1GL2 A |t

VICH GL10 (R) GCLIE®) a |Tpities
VICH GL8 GL4 GL3 GL5 GL45 lity -0Q7 11017 2mi o3 IRN)
VICH GL39 Specifications # 5

(Multidisciplinary ) nys»inn 29 nysman

M4 Common Technical Document
M7 Genotoxic Impurities
79N
(53192 NIRRT IR0 HW 29N PINR N21T1) DTN NN
191K APINY 2NDI2 VI APINY 1019° 1990 L,ICH Q3D nynanh awra
http://lwww.vichsec.org/-1 http://www.ich.org/home.html :2>°nxa mnr nvnans

YD NYA 197N 11077 INR2 209N N1RITT DRI

MNPIIN PN — MINSIAN TIUN

ANIDT Y9N YW DM NNPSAY 191N
91342 ©Y9vH19° 33410 .1.9

02-6551777 1999 02-6551717 :50



www.health.gov.il

NIMWNT NTN191 N1'1311007 In1An

AIN197 1IN YW 0301 N1AY (1A | Mnn 9N NIN"2N
The Institute for Standardization and Control of Pharmaceuticals NG00

ISCP_04052016 04/05/2016 391 3 My Y MIIN Y9N YN
ICH 5 yax

Ministry of Health - Pharmaceutical Division INPINN PN — NN T9VN
The Institute for Standardization and Control of Pharmaceuticals ANIDY $912IN YV DNPM NNPAY )onn
P.O.B 33410 Jerusalem 91342 91342 ©YHwH9 33410 .1.0

Fax: 02-6551777 Tel: 02-6551717 02-6551777 :9p9 02-6551717 :H5v





