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D 2WN) DMINID 1D Y .18 NYIWSD GMP-1 9 5y NN PINYY MNXN YN X)12» NOWD

ANIDY D) N NINDN 1Y IOTIN 12 NNPND YN DIPH Y1) DY

NN MIXT NYIN DIV IPYWN ,(1W) NIOTY ,WITN JNN IDIN MR 51NN NIVN
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oV 02008 .2

DXNPYIN NP
.2008 NDWNN (DXNINI X ININ) DNPIIN NIPN

: TPAYPND NDONPN DY INID/)IXY WX VNI

Compilation of Community Procedures on Inspection and Exchange of
Information:2013

Community Basic Format for Manufacturer's / Importer's Authorization
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wy N (MIA) (Manufacturer’s / Importer's Authorization) : 118 9X- NN
D>PYON DV NI IN )INOD (DXMINI DX ONIN) OXNPIIN NNPN 297 ,)NONN

395 POYI MDOYON NN IR NYIRD .OMIYP DDA DIPYON D1IPIV) ,DMINDIN
(D30INN OO TNY DMV DY NINKN KOD) NWIND TYIN HYIDT NYNINNY

NN MOLYNNN NYAP PYNN IR IRNNN MWK 7O - (BOD) -Basis of Design
NN : NONTY) MOIWNN NN INND THONM .NINN/)PNNRN TN MNNNRND YTRYY TIDN
Y1IVIN (DX8ND,1PON> MIND ,N7IVINNY) JPNNI DIXRIND (DM NN NN, PN
9PN DT THON .ININ WDIVYY NPT DXDTHY 1IN 1) TPNN NN INND ,DO0NY
NDN M2OHYA DNINIIN DNIND

NP HNIY,MNINNN DY ORINRD DN ,MDN NNVIN KN -POYI NN Y TPAN
NN PNINND (QP) XNINKN NP L(INDN 132 OHY2 DNINITN DIIND GPN) MDIND
PPV MR KDY 7292 NI DOYNIND NI OINN NIY 9PN

19NNY NPAN NNNTI- Dosage form) 1NN NNN NODIDN PWONN NNINN NN : 7PNVITI
(NMYT2) 10D A/PYaPA -Pack) NN (NNITI NN 19DN/NITN> M ,NAN TIT )NND

IN NYIND TINYRY NYPI MOYI IRINK NIRRT YR INNI MDN NNVIAN DN
Y TADN DY DYWATIN DIDNDNN DI HDID NN VITN

N XYW Eudralex-n anxa pi1ad (nwpan nnddw 090) IRINK MDN NNLIAN YN

: 2 NAD §NNNN NYINT VNN DY
http://www.ema.europa.eu/docs/en_GB/document_library/Requlatory and_proce
dural_guideline/2009/10/WC500004706.pdf
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MYIN OY DINYNA NP2 MAXY NNYLN NP NMYYY PRYI GMP -0 n N> 4.8
NyNann
oW/ AW .5
TMVOND NYPA 5.1
NP NN VITNT IN NYOIN NYIAPDY NYPA ¥ POYI MODN NNLAN MY 511
LDYMINIT NNMN ONIN DY MiPIaN
MMIYIN NYPMINN 9 DY XYY v (MIA) 1812/198 VIR MY NYPAN DMV NN .5.1.2
Interpretation of the Union Format for Manufacturer/Importer : 792
- THoN YY M TYN NN TN Authorisation
Compilation of Community Procedures on Inspections and Exchange of
Information
http://www.ema.europa.eu/docs/en_GB/document_library/Requlatory _and_pro

cedural quideline/2009/10/WC500004706.pdf
DONAPNM DIREPHRN ,DOINPNN DIPWINN N0 MY NN NYIAPY Nvpaa  .5.1.3

: 9N DYINDNN 1Y 1978 ,Poya
NI 1IN NN INN/NID 1IN PPN NNPNAY HPN NHDOWA 119900 NaD) .5.1.3.1
GMP-055C/05
MDY MANT NPRNDY PION MMIPY 991910 (BOD) yon o1 .5.1.3.2
NYINM NPRNN PPN DY NPNRY ,DMONNI DPNIDT DIXPYIN NYMD
YNIND DN DXINNRD GPN NY THON VI XTTN DI 5551 DI
DIN NHPNRNM NONNR NN
: ©Y915N POYN DV TNN NNNN DY O1OTHIN DYYIN .5.1.3.3
AT INVY NN IONN,POYI PXIITH DD aMY .5.1.3.3.1
FMIRD NDPNNI DMYION MNIMND INNA DY NP DIPMTM OMPR .5.1.3.3.2
YAV OYONN ,DYXNYN YWIAN ,)NPDN NINT ,DNPPIDN MY PMONINN
SNXON TN DY PPN NNITI NXD ININD IINONN PNRD
MPPN OY NN DN .5.1.3.3.3

(Lay Out) 1: 100 N1 Mpa Mann Y¥ oowIn pnyn .5.1.3.4
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MY DININI PNV ONIN N1NAD MIIN NHRNN DY DY PYNN 0¥ONON .5.1.3.5
910N NYIT YD ,DNIDNNY DYPYON
Y2 OINDMN DNIYIN VIV 1N -NNANT YPPIN YW OPNN MNP VY .5.1.3.6
,DNNNN DINMN NN DINNRNN DXINDN) NYINN NYPI ORIWI DX PYINN ND
2NN NYIT D
MNINND DN (QP) *NXINND NN ,MDMNN NNVIAN DN DY AN52 MN8N .5.1.3.7
NNNIY NIRIND PINN MIXIIN NN 20N DI DN YD ,(DIW TWUND) NN DY
.D>PYON NI IN NX1Y POY D170 MMIND ,PIN 295
1NN NNX,OVW 9D, POYN MY DINIVN /DINIPN/DMINPHIN DXPYONN VY .5.1.3.8
,D2INNN,NPPOPIVIVIN NPT D1VIVIH DIPYIN 118D Y)Y INDIPNID TPV
(D912 DMINPN DN DIPNADIVINY DIPDINIY DI TRIIVD
NN POyN MON L5.1.3.9
. DR IR (Mmaterial flow) 7187 MmN Yv Nt »PwIn.5.1.3.10
.(personnel flow) poyn »721y 930 S¥ NN MPOPWIN.5.1.3.11
(waste flow) n>109n v NN MOPWIN.5.1.3.12
NRNNA DI PONN, NN INRD DIOPN NI MOPWIN.5.1.3.13
POIND YPN XIN ONMIN NMIVH NP DINRN YV POYN )PV pnyvn.5.1.3.14
NMOND
: DINAN DONIN PN INI/)IN NN 5.2
LDOMININ NEOTOININ MYIITL TN NIN D NI NN POYI Ny 5.2.1
12 2N XINY DI5 ,N7OWNN DYPOY MW PIN 290 1MV POY )PV DYI NN 5.2.2
(MMNANN DYIN MYINR 1NND ¥ ANDN NI KOO DNINID NIY,PNDIND)
DN, 0PN MVINDI NIYIN DY ,DNINPN MNP OIVIROITADNNND NN .5.2.3
DY ONRINND INK TPON DY IN POYN 913N OXINK NPT ,MDPN NNVIAN DN
.POYa NN
(GMP) £>nINI 7% MNINA DIXPN (DONAPN IN DIINPNN) DOPWINN 524
DN NN
IN INPNN) ORIDIN PYONN NI DOwnwnn (APIS) ooyan obin »min  5.2.5
(GMP) ©>mMN) 713 MNIN2 DN (NAPN
1IN NN NITYO N WITND NWUPa 5.3
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ANYPA D D97 120 - N ANINY XD HNIND WNN NN VYN Nvpa 531
ND ON1,5.1 PyDa DOVNVNN DINADIN NWINND NIV NN VITND NYPA 532
DINAPN/DINRNPN/DPINPNN DIPYINT ,NEOT YDA, POYI Y MNN MPY ON
ANNN DX DIPYN MNPNN NYPIAZ I9NKY DXNIDIN NNINN YTPINID IN
.0»pPN
DXNADIN YD MDNN NNVIAN DN YV ANI2 NINNN GNNN ITND NYPAd 533
NVIN NY2 81N NN NNDI PITY DXPYN NINPNN NYPIN PIYD WNNY
SNMUYORD WITNY Nvpan
NN YTPIN YIYA MNPY NI )2 OPMNK DNIPY NN IN POYI NININ N 534
N0AP MY, (MDINRN NIPA DN NN DN PRINK NPT ,MDN NNVLIAN HNN)
TNND NN NNYD YT DN YWY /T MYTH NPNINIL DI PYIN MO ,MIvN
NYPA MPYAN DTN MYIRN DY ¥R 5.1 PYDI DOVNMNN NYPIAN NI
PN 290, DMWTN DXNADI K91 NITYD
XM —PNY) NUIND DY ITIA ROY NYYIY NSO PONNN PON DD 535
NITY DIV DNINN DY DTPINN INYIR IR NN ( MIVHN NNJAPIANNN
.GMP, GDP 71X 1130 D21019) 9PN POY 1P NYPaY 9189 ¥ NYIND
YNNI YINVY INNRD KON NNIND DTPI NN HIN 1N KXY .5.3.5.1
S5v DIYIN ONIN 299 ,(GMP) DXNINI 918 MNIN NWYI INNONN
.DMINPHN OPYINN
YNAY IN NN IN NV DY ININIIAY POINY YTI OMNNNN NI PN .5.3.5.2
Am
DNNONT PIY NUYORN HYA P2 MDN NNIN O»P .5.3.5.3
TY DPNIYI NNPIA DY SYINIY ONIND P MIYN ,DNP VIVY WIDN NWPA .5.3.6
MPan NN HY Nopn GMP nmyn Syann mwia) MNINKD DNYN VDY
B2k}
12) DINN NYIX NDAP DIV ,POYIITPINA PIDYD DO RO NNAN PPanN by .5.3.7
SPPANN DY PINND NN
DY 90 TIN2 >MNNN NPYN YIXIY AN NN NN DY VDN HIMNN .5.3.8
NMP2 NI MIAPYI YOVNMVIN 1DINT YNIN NIV NN WITN 539
ANMINK AMPYA PIRN NITYD) 1NN NNNPN
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IN DMIVY 19 DH2)ND ,1PND 1INND DININA TINY NN NN NNNND IRV HNN
MYTN MX0) YTINN DV DYDY POIND
(GMP- non conformance) 9nxa My NP°22 19NNV DOVIP DMPOYI NV 541
DT DX DY NYTIN,NNDN MIAPYI N
.DYDNDN DNDY DIPYON NN NOAN .5.4.2
SNDNN TN DY NPNWYY TYNN ,POYN NTIAD VINN INNONIN DD 543
DONIND DIWYOI MDIWNY 20 JAT 799 NN Dyad \n» Himnn

1M, MDD NN NN JO0Y NDIZY NIRMND DY DMWY 7D KNI DX DIIN)
SMYIRD NDWN DY INDRD DIV DY MNND

YR NNNTIND PINYL DX YNIYND NIIN N1 NYIRN DY

,IYPAN NWOIN DPN 03 90 IN VITND IN MYIRD NYPIL INVINN NON> DNINN
PN NYHIND NPHN,NYPAN NAN0 ONX)

TYY NNPNN GOINN NN YPANN DD DN IN DN NNOWN Hnn vt
D01 DY 30 DV TN PIAY NN DN NYIAPY

MANPND NUYINX DY IIPIN NN YTND IXRYI DN ; DNIY WHNND MO NN DY I9PIN
NN 92 DIV WNN DY DY KOV MADN)

TNPNY TN, NN NINIAD PPINY DIDY IN P3N J9INA KN POYY HMINN IR 5.

,DPYONN DY NI IN NN NOND NIN IRV )IOW NN ININD TN N ONPIIN
NOW IN IMYUND NUYIRND NINR D020 NINOXRYI 1), TNNN DTN OTNYNDY DDIND
aVUTND

D7V YNNI DY PIND NN DIVWN INND 1N NUIND 5.

NTNYY NNAT ¥ TINND NN JNID/YIN NN PPNYND ,D9OW5 NNYY ,DIIND PN
LDINM OYNPN PRYN NYAPD DIMIND IN» ININ DY NIPIAN

-1 TRDN ININNDT ONPND VNN 3 DY 1PN JNID/)IN NN DN

5.4

5.5

5.6

5.7

5.8

5.9

5.12

o 6

6.1

.Compilation of Community Procedures on Inspections and Exchange of Information

: (2 N9DI) NI/ NN DNV DIYINNN DINIAN DINADIN 1IN DMLY 6.1.1
(1 NADI) DYDY DIV DMINDIN DPYWOINY NN .6.1.1.1
(2 NODI) DD DYPYOINY MYININA .6.1.1.2

, (3 N9DI) MIWN NNYAPA NN OINX NAIND .6.1.1.3
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(4 NODIY) MPY MTaYN .6.1.1.4
(5 N9DI) (QP) >NINNN NN .6.1.1.5
(M HMN ,MOINN NIPA DN ,MDINND NNVIAN DNIN) NN P PPOn .6.1.1.6
(6 NODY)
,(7 N9D)) MYOIRN 1N NODYDA DY NP PINN .6.1.1.7
.(8 NAD)) MVINA DINYIN DI PYWINN NPV .6.1.1.8
aonn 7
Y911 H913) DN DI PYOIN HYHOIPON IN XIN ¥ DIYNINTD DMNINY DX PYIN NN 7.1
7292 NINMD DITYPN DX PYINN TYNRD D) (MINVITIN NPIN,NPIVN
DYPYON PINYH DIWURN IN/ NDIN NHORND ,NIDD DOYNINTD OPNIDTY DXPYWIN NN 7.2
.DMNIN
PN IR ,DOYSANNN ISV IN NIIND OOV, APIDN MONNY DY YN IPK HINN 7.3
NNPIN 122 ONPIN T DY, TOIRNIYOP NPION TNNY

ON92) VDY .8

EX-015A/01 NI /I8 NYIRD NYPAY DDNDN DYP NPPTIY HPN NIV 8.1

EX-015B/01 18127 /7 138 MWIR DMV 8.2

oy .9
NPV niaih) T2IND
ANYNT HO 01
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INIDY 1989 NYINR NN/ INIDY 198 DPYIN NYAPY N 1YWY
EX-015/01A

: 9HNN HNd : 9NN OV

MM poyn mon [
/ DPRIVD DY DXININT IITHWI ,N219M) NP M %99 ,0Pwon V1 []
(D989 7 DOOPIVIVIY / DPINRINNN
5y ININNN HINNY ININKD NPYIN ,NIPN NNVIN YN SW 0NN MNP VY [
L NYIND NYPA XY DYPWINN N0 NN DIND DNIWIN VIV DY 1IN P2, N8O
NN FWIN MNY .5MINN NYIIT 23D, DY NNND DNININ NN DINNRNDTN D¥INDN 91PN
ODNNI MY
NN HY ONINND YNNI ININKRD NPITN ,MDNN NNVLIN YN Sv ano3 MAnsn [
POY D10 MYINN,PIND 292 NNMIY NIRIND PIND MK NN 20N DI ON
.DYPYON NI IN NINMY
DYNIFT DXPYIN NE1Y MDIWNM NN NHNRNNY 1IN MNIPY Y9190 1151 001 [
20992 TN O ,99952 DINPT NYNIN NPRNN PPN DY NPNY ,DMODNN)
. ov9n(layouts) o»onn omwan [
DY1PWON 1IX¥MY DIMNI PNV ININ NIPNIND NIANN NHXRNN DY DITYNN DDONON  ©
911N NYIT Y, DMODNNY
GIN/ATN DI HY TIYHN PN NIOINALL: 100 DT MPA MIANND DY DOWIN PRYN ©
,OXSNON OWIAN  NPON MNT ,DPPADN MATY PMONIND NIMND NP O
NN HOITA DY PPN NNITY NI PNNRD TINDNN PNRD PAY DOONN
PPN OY NS N O
.(material flow) M%»n MmN Sv N IRN MVIN  ©
.(personnel flow) poyn »121y 930 S¥ N Mwan [
(waste flow) n9yoan Sv NN Mown [
v/ 1.03 11901 DPOY N PIN %Y poy v [
DXPYD DM 299 (DWW TN ) MWNN 792 Yv poy v [
NN OVYN DY Noap [
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MANUFACTURER'S / IMPORTER'S AUTHORISATION

1. Authorisation number
2. Name of authorisation holder
3. Address of manufacturing site

4. Legally registered address of
authorisation holder

5. Scope of authorisation and dosage
forms

6. Legal basis of authorising: Pharmacist
Regulations (Good Manufacturing
Practice), 2008.

7. Name of responsible officer of Israeli
Ministry of Health granting the
manufacturing authorization

8. Signature

9. Date

10. Annexes attached

Annex 1 and/or Annex 2

Optional Annexes as required:
Annex 3 — (Addresses of Contract
Manufacturing Site (s))

Annex 4 — (Addresses of Contract
Laboratories)

Annex 5 — (Name of Qualified Person)

Annex 6 - (Name of responsible persons)

Annex 7 — (Date of inspection on which
authorisation granted, scope of last
inspection

Annex 8 — (Manufactured/imported
products authorised)

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
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SCOPE OF AUTHORISATION (delete the sections that do not apply)
ANNEX 1
Name and address of the site:

1 Human Medicinal Products
I Veterinary Medicinal Products

AUTHORISED OPERATIONS
CIManufacturing Operations (according to part 1)
I Importation of Medicinal Products (according to part 2)

Part 1 - MANUFACTURING OPERATIONS
1.1 Sterile Products

1.1.1.Aseptically prepared
1.1.1.1.Large volume liquids
1.1.1.2.Lyophilisates
1.1.1.3.Semi-solids
1.1.1.4.Small volume liquids
1.1.1.5.Solids and implants
1.1.1.6.other aseptically prepared products <free text>

1.1.2.1 Terminally sterilised

1.1.2.1.Large volume liquids

1.1.2.2.Semi-solids

1.1.2.3.Small volume liquids

1.1.2.4.Solids and implants

1.1.2.5.other terminally sterilised prepared products <free text>
1.1.3.Batch certification

1.2 Non — sterile products

1.2.1. Non-sterile products
1.2.1.1.Capsules, hard shell
1.2.1.2.Capsules, soft shell
1.2.1.3.Chewing gums
1.2.1.4.Impregnated matrixes
1.2.1.5.Liquids for external use
1.2.1.6.Liquids for internal use
1.2.1.7.Medicinal gases
1.2.1.8. other solid dosage forms
1.2.1.9.Pressurised preparations

Ministry of Health - Pharmaceutical Division PINPIIN PR — MNHAN THVUN
The Institute for Standardization and Control of Pharmaceuticals ANID Y9120 YV DPM ANPAY )onn
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1.2.1.10. Radionuclide generators
1.2.1.11. Semi-solids

1.2.1.12. Suppositories

1.2.1.13. Tablets

1.2.1.14. Transdermal patches
1.2.1.15. Intraruminal devices
1.2.1.16. Veterinary premixes

1.2.1.17. other non-sterile medicinal product <free text>

1.2.2.Batch certification

13

Biological medicinal products

1.3.1.Biological medicinal products

1.3.1.1.Blood products

1.3.1.2.Immunological products

1.3.1.3.Cell therapy products

1.3.1.4.Gene therapy products

1.3.1.5.Biotechnology products

1.3.1.6.Human or animal extracted products
1.3.1.7.Tissue engineered products

1.3.1.8.other biological medicinal products <free text>

1.3.2.Batch certification

1.3.2.1.Blood products

1.3.2.2.Immunological products

1.3.2.3.Cell-therapy products

1.3.2.4.Gene therapy products

1.3.2.5.Biotechnology products

1.3.2.6.Human or animal extracted products

1.3.2.7. Tissue engineered products

1.3.2.8.other biological medicinal products <free text>

14

Other products or manufacturing activity

141

1.4.2

Manufacture of:

1.4.1.1 Herbal products

1.4.1.2 Homoeopathic products
1.4.1.3 other <free text>

Sterilization of active substances/excipients/finished product:

1.4.2.1 Filtration

1.4.2.2 Dry heat

1.4.2.3 Moist heat

1.4.2.4 Chemical

1.4.2.5 Gamma irradiation
1.4.2.6 Electron beam

1.4.3 Others <free text>

Ministry of Health - Pharmaceutical Division
The Institute for Standardization and Control of Pharmaceuticals

P.O.B 33410 Jerus

Fax: 02-6551777 Tel: 02-6551717
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1.5 Packaging only

1.5.1 Primary packing
1.5.1.1 Capsules, hard shell
1.5.1.2 Capsules, soft shell
1.5.1.3 Chewing gums
1.5.1.4 Impregnated matrices
1.5.1.5 Liquids for external use
1.5.1.6 Liquids for internal use
1.5.1.7 Medicinal gases
1.5.1.8 other solid dosage forms
1.5.1.9 Pressurised preparations
1.5.1.10 Radionuclide generators
1.5.1.11 Semi-solids
1.5.1.12 Suppositories
1.5.1.13 Tablets
1.5.1.14 Transdermal patches
1.5.1.15 Intraruminal devices
1.5.1.16 Veterinary premixes
1.5.1.17 Other non- sterile medicinal products <free text>

1.5.2 Secondary packing

1.6 Quality control testing

1.6.1 Microbiological: sterility
1.6.2 Microbiological: non-sterility
1.6.3 Chemical/physical

1.6.4 Biological

Any restrictions or clarifying remarks related to the scope of these manufacturing
operations

Part 2 - IMPORTATION OF MEDICINAL PRODUCTS

2.1 | Quality control testing of imported medicinal products
2.1.1 Microbiological: sterility

2.1.2 Microbiological: non-sterility

2.1.3 Chemical/physical

2.1.4 Biological

Ministry of Health - Pharmaceutical Division PINPIIN PR — MNHAN THVUN
The Institute for Standardization and Control of Pharmaceuticals ANID Y9120 YV DPM ANPAY )onn
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2.2 Batch certification of imported medicinal products

2.2.1 Sterile Products
2.2.1.1 Aseptically prepared
2.2.1.2 Terminally sterilised

2.2.2 Non-sterile products

2.2.3 Biological medicinal products

2.2.3.1 Blood products

2.2.3.2 Immunological products

2.2.3.3 Cell therapy products

2.2.3.4 Gene therapy products

2.2.3.5 Biotechnology products

2.2.3.6 Human or animal extracted products

2.2.3.7 Tissue engineered products

2.2.3.8 Other biological medicinal products <free text>
2.3 Other importation activities

2.3.1 Site of physical importation

2.3.2 Importation of intermediates that undergo further processing
2.3.3 Biological active starting materials

2.3.4 Other (free text)

Any restrictions or clarifying remarks related to the scope of these Importing

operations
Ministry of Health - Pharmaceutical Division PINPIIN PR — MNHAN THVUN
The Institute for Standardization and Control of Pharmaceuticals ANID Y9120 YV DPM ANPAY )onn
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SCOPE OF AUTHORISATION (delete the sections that do not apply or use yes/no)

ANNEX 2

Name and add

[0 Human Medicinal Products for phase I, 11, 11l clinical trials (optional)

AUTHORISED OPERATIONS

] Importation of Investigational Medicinal products (according to part 2)

CI1Manufacturing Operations of Investigational Medicinal products (according to part 1)

PRODUCTS

Part 1 - MANUFACTURING OPERATIONS OF INVESTIGATIONAL MEDICINAL

1.1 Sterile investigational medicinal products

1.1.1. Aseptically prepared
1.1.1.1.Large volume liquids
1.1.1.2.Lyophilisates
1.1.1.3.Semi-solids
1.1.1.4.small volume liquids
1.1.1.5.s0lids and implants
1.1.1.6.other aseptically prepared products <free text>

1.1.2.Terminally sterilised
1.1.2.1.Large volume liquids
1.1.2.2.Semi — solids
1.1.2.3.small volume liquids
1.1.2.4.s0lids and implants
1.1.2.5.other terminally sterilised prepared products <free text>

1.1.3.Batch certification only

1.2 Non — sterile investigational medicinal products

1.2.1. Non-sterile products (list of dosage forms)

1.2.1.1. Capsules, hard shell
1.2.1.2. Capsules, soft shell
1.2.1.3. Chewing gums
1.2.1.4. Impregnated matrices
1.2.1.5. Liquids for external use
1.2.1.6. Liquids for internal use
1.2.1.7. Medicinal gases

Ministry of Health - Pharmaceutical Division
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1.2.1.8. Other solid dosage forms

1.2.1.9. Pressurised preparations

1.2.1.10. Radionuclide generators

1.2.1.11. Semi-solids

1.2.1.12. Suppositories

1.2.1.13. Tablets

1.2.1.14. Transdermal patches

1.2.1.15 Other non-sterile medicinal product <free text>
1.2.2.Batch certification only

13 Biological investigational medicinal products

1.3.1. Biological medicinal products

1.3.1.1. Blood products

1.3.1.2. Immunological products

1.3.1.3. Cell therapy products

1.3.1.4. Gene therapy products

1.3.1.5. Biotechnology products

1.3.1.6. Human or animal extracted products

1.3.1.7. Tissue engineered products

1.3.1.8. Other biological medicinal products <free text>

1.3.2.Batch certification
1.3.2.1. Blood products
1.3.2.2. Immunological products
1.3.2.3. Cell therapy products
1.3.2.4. Gene therapy products
1.3.2.5. Biotechnology products
1.3.2.6. Human or animal extracted products
1.3.2.7 Tissue engineered products
1.3.2.7. Other biological medicinal products <free text>
1.4 Other investigational medicinal products or manufacturing activity

1.4.1 Manufacture of:
1.4.1.1 Herbal products
1.4.1.2 Homoeopathic products
1.4.1.4 Other <free text>
1.4.2 Sterilization of active substances/excipients/finished products:
1.4.2.1 Filtration
1.4.2.2 Dry heat
1.4.2.3 Moist heat
1.4.2.4 Chemical

Ministry of Health - Pharmaceutical Division PINPIIN PR — MNHAN THVUN
The Institute for Standardization and Control of Pharmaceuticals ANID Y9120 YV DPM ANPAY )onn
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1.4.2.5 Gamma irradiation
1.4.2.6 Electron beam
1.4.3 Others <free text>
1.5 Packaging only
1.5.1 Primary packing

1.5.1.1  Capsules, hard shell
15.1.2  Capsules. Soft shell
1.5.1.3 Chewing gums
15.1.4  Impregnated matrices
1.5.1.5  Liquids for external use
1.5.1.6  Liquids for internal use
1.5.1.7  Medicinal gases
1.5.1.8  Other solid dosage forms
1.5.1.9  Pressurised preparations
1.5.1.10 Radionuclide generators
15.1.11 Semi-solid
1.5.1.12 Suppositories
15.1.13 Tablets
1.5.1.14 Transdermal patches
1.5.1.15 Other non-sterile medicinal products <free text>

1.5.2 Secondary packing

1.6 Quality control testing

1.6.1 Microbiological: sterility

1.6.2 Microbiological: non-sterility

1.6.3 Chemical/physical

1.6.4 Biological

Ministry of Health - Pharmaceutical Division
The Institute for Standardization and Control of Pharmaceuticals

Any restrictions or clarifying remarks related to the scope of these manufacturing

operations
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ANNEX 2 (Cont.)

Part 2 - IMPORTATION OF INVESTIGATIONAL MEDICINAL PRODUCTS

2.1 Quality control testing of imported medicinal products

2.1.1 Microbiological: sterility
2.1.2 Microbiological: non-sterility
2.1.3 Chemical/physical

2.1.4 Biological

2.2 Batch certification of imported medicinal products

2.2.1 Sterile Products
2.2.1.1 Aseptically prepared
2.2.1.2 Terminally sterilised

2.2.2 Non-sterile products

2.2.3 Biological medicinal products

2.2.3.1 Blood products

2.2.3.2 Immunological products

2.2.3.3 Cell therapy products

2.2.3.4 Gene therapy products

2.2.3.5 Biotechnology products

2.2.3.6 Human or animal extracted products

2.2.3.7 Tissue engineered products

2.2.3.7 Other biological medicinal products <free text>

2.3 Other importation activities

2.3.1 Site of physical importation

2.3.2 Importation of intermediates that undergo further processing
2.3.3 Biological active starting materials

2.3.4 Other (free text)

Any restrictions or clarifying remarks related to the scope of these Importing

operations
Ministry of Health - Pharmaceutical Division PINPIIN PR — MNHAN THVUN
The Institute for Standardization and Control of Pharmaceuticals ANID Y9120 YV DPM ANPAY )onn
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ANNEX 3 (Optional)

Address (es) of Contract
Manufacturing Sites

ANNEX 4 (Optional)

Address (es) of Contract
Laboratories

ANNEX 5 (Optional)

Name(s) of Qualified
Person(s)

ANNEX 6 (Optional)

Name(s) of person(s) .........

responsible for quality control

Name(s) of person(s) ........

responsible for production

ANNEX 7 (Optional)

Date of inspection on which authorization was granted  dd/mm/yyyy

Scope of last inspection

ANNEX 8 (Optional)

Products authorized to be manufactured/imported (in accordance with : Pharmacist
Regulations (Good Manufacturing Practice), 2008, as amended).
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