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walgim:Pregnancy: OFIBMe W2 Vee (18 8/in which menth............ JBIRIgEmA S RN Telephones .. ...

|m:p:§mti[rmsc.[n 20 [gaafnne) | ghidima RIRIU IMuUanagamiuma GOy Gouuiy
Drug Name { EIu‘tl:'h and Expiry date]) ’ Roule Dosage Reason for Uss Date Started | Date Stopped

Brutipimagemhgwdasasiuesind ( reiBatynnn ) / OTHER MEDICINES IN USE (INCLUDING HERBAL MEDICINES)

pingimenniBrusitanfimne / ADVERSE DRUG REACTIONS

00 1) VB AT /Ot Diaes oo (ORI BRIV Stopped t

mngaguuaiuARYisa/Severily of ADRa: P U AT BP0 TVOTRET GOMMENTEL. oo
Opun ru/Mild 60 H/Moderate :aﬂ §i/Bevere
O {iFam T&2d 5/ Unknown

fifiteyrntymich/REPORTER INFORMATION

iERTINEFIS:For Official Uae Only

FPLLDY Z/MEIMIE. oo igi.-'Dn.Ic: S Y [ g

O u i AMedical Doctor 1% § U A/Dentist U 10U 51/ Signature IeR:u-..

OfmsmiPharmacist AN RUH AMurse LEELE
HASGMI..

ynnleIg) fothers:
gih:ng-'TcI:phc-rrc: et e

TQUmI ANV R AR AA STR GRS Carmn EMJgiqnt}y?gﬁﬁmmesrs

This report will not be used for any legal purpose

inrgRBERMEIMANE Gdjuasnwmiin
You need not be certain .......... just be smspicions
inwmiiTaAnANREREH G wamIman sgingiEmagumniimaBusielghpe rymn
Information supplied by you will contribute to the improvement of drug safety in Cambodia
hgl:lﬁinmﬂ.ﬁ Ll]lﬁii:[ﬁﬁ‘l 3 [ Once completed please send to: #151 - 153 , Avenue Kampuchea Krom , Phnom Penh
U eIt giRNi/Fax: (023) 990 499, Email: pv.center@ezecom.com kh
ifneuiguIAnAYAN GG ASIEM S0 AN U www. ddicambodia.com

1 AR TIBGT D EREMOEMAFEOSHE 7 +—2 (1 HHA)
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SHEIRNOMNEs MRS INFORMATION ON REPORTING

ﬁ'lil':!m?‘i.-'CONFIDENCIAI_TI'Y:
irodamsitnegumenediusggAugRnw il B ga
af BulplingRMMIAING/ANI information collected in this form,
identitiea of the reporter and patient, will remain confidential.

AL BN ARSI WHAT TO REPORT:
[ERgiaenaifRIoas mufaeutoaiaingmaieimsfaaitn
ENBGAN:IYFAGIM: g St .gaﬁsms;gn]ﬂ?ﬁ nTwidanfagr
istalmifymaingm  ghimmdansifgiogpm mfeldgew m
grwdfamgm ghf;fmwfg@mgfqgmwﬂ@mam An
Adverse Orug Reaclion (ADR) iz defined az a reaction thal iz noxious
and wninfended, and occurs af doses normaly wse in men for
prophylaxis, diagnosia or frealment of & disease, or for modification of
physiological furction.

= msnmmimlﬁuphhgimaﬂﬁnﬁpmiﬁmtﬁﬁmabm gjeiam
A rdmnamanslinuitoysibgope: ﬁum[nr.agi I
misgnasSippn gnigimmiimimn g migsnsamygwiem :
ant meaneainbsnils guansghednng Amimn [RIHA
B ENAIN ORI 6/Report all suspscled edverse expericnces
with medications, especially those where the patient oufcome iz
aerious and requires intervention to prevent permanent impairment or
damags such as death,

life-threatening {real risk of dying),

hoszpitalization, dizability (signilicant, persistent or permanent),

congenital anomaly.

= njenwmine:innnsgrEsmaihmpisgin aomg
1w aniS o Budsmednmemdsftmay Report even if you are
not certain if the drug caused the reaction and you do not have all the
details.

mﬁnaﬁ:g:msnmmmﬁge;wm CAN REPORT
<lpougdanSAnuARENEsH Hgulis eguis Srami
ﬁnngug‘mﬁm pﬁhﬁﬁﬁﬁgﬂﬂh@l Al healthcare profeasionals
{climician=, dentisls, pharmacists, nurses. eic) are encouraged 1o
report and patient can as well on their own or though a health care

prowvider.

immeirnidiedindfneicugenumns
WHAT HAPPENS TO THE INFORMATION ONCE IT IS SUBMITTED
roddneiimegumepinpermame  snuisngBusda
igmidmshwiimehddsmesinm:s  Igbwelnsndagphg
imasmpaifgindapdaly 1Beigiimgnaeinnyghgnsnn
ighnmoin Ggemmipmnqefdibsionsmn§usitannsme
o yhpmapyeiiquebaiigés Wiodgdwsism:phi
irtugEgn ARnmem emiim S s cEymIEmn
damanaitnQaghpeaduisseiit / Alinformation submitted
iz handled in strict confidence. The Gambodian Pharmacovigilance
GCenter will assess causalily and statislical analysis on sach form.
Data will periodically be reviewed and used to make necessary
intarventions by the ministry of health for example alertz about a
parlicular medicine maybe circulated or even withdrawn from the
market in serious cases. Dala will also be submitted periodically to
fhe Uppsala Monitoring Gentre - the WHO Collaborating Gentar Tor
International Drug Moniloring in Sweden.
CRIRSHE ARSI IR RS/ WHERE TO REPORT:
ighnnidnnnnsgrdng Bdlvveenwmidme:dio  ygofios
g uiAmelusmenw M iw penime:
snnrdfnnfaug

nuwnsfus sahmum: uiping) Shia)bsima
HMMINE151-153 ij?ﬁﬁqmiunu ging

gind EI'-'EHI.TIT:U BmELoGEE ngﬁ E'Il:llmpv.ccnlcr@czcmm_:om. kh

After completing thiz form, please send it to the Tollowing address:
Cambodian Pharmacovigilance Center
#151-153 Kampuchea Krom Blvd Phnom Penh

TelFax: 023 990499 or by e-mail: pv.cenler@ezecom. c
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CERTAIN... Just i
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Anyone can and| uhihwSaioie sin

should report! g g -
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IRt 81 M1
[

YL SIST
Sy | =
ML Eney Gaus
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Bests B gt esansSase Medicine in Cambodia
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Provincial/Municipality Drug

Bureau
4
: f‘ National Hospital and
T »| National Center(MCH, T8,
CNM, Blood Bank, NCHAD)
Provincial/Municipality
Patient or Patient Relative — Hospital

----------------------- Referral Hospital
Operational District

A 4

Health Center

L VigiFlow Cambodian

WHO Collaborating | Pharmacovigilance
Center cececPp Center < = Pharmacies
VigiSearch DDF, MoH

Clinic or Cabinet

——p  ADR Reporting Register Holder

-e=====-p Feedback

X 2 T AR TICRT D ERLOEAAFERICO®E &7 4 — K3y 7R

% https://www. ddfcambodia. com/pv_center/system-reporting. html
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PHARMACEUTICAL PRODUCT PROBLEM REPORT (ANNEX1)

Detail of the Problem

Name of Company:

Mame of contact: Position/Occupation
Address:

Tel: Fax: E-mail:

Nature of the Problem

Date of receiving complaint:

Source of complaintD patient | |Customer [ |Retailer Epelf-inspection

|:| Medical Doctor |:| Pharmacist |:| Other

Mumber of similar report received:

Description of the problem

Result of tests/investigation on suspect

Has manufacturer/distributor been contacted DND |:| Yes(Please write down their name)

Other relevant information

6 Wy R TICRBITHIERLO) a—LICBITA2HEFE (1)

48




DETAIL OF THE PRODUCT(ANNEX2)

Name of the product

Registration number:

Active Ingredient & Sirength

Pack Size

Indications

Dosage Form

Manufacturing date

Batch Mumber

Expiry date

Disrtibution of Porducts DHnspitaI DPharmacy.—'Depet |:| Private SectorsD Other

Manufacturer

Mame

Address

Tel: Fax:

E-mail:

Quantity manufactured

Date:

CQuantity distributed

From. .. 30

CQuantity in stock

Date:

Importer

MName

Address

Tel: Fax::

E-mail:

CQuantity imported

Date:

CQuantity distributed

CQluantity in stock Date:

Wholesalers (please attach distribution list)

MName

Address

Tel: Fax: E-mail:

Cluantity received Date:

Cluantity distributed From.........otoo
Quantity in stock Date

Has the product been export outside Cambodia? [_|Yes

[ Ino

If yes, please specily the export ouniries. ..

Mame of Reporter e

Tel

Signature of TePOIeT. .o

6 AT TICBTDAERELOU a— iz 5H
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RECALL NATIFICATION FORM (ANNEX 3)

Risk Assessment

Type of hazard [ ]Quality [ ]satety [ |Eefficacy [ ] Labeling
[ other

Evaluation of Health Hazard to users:

Proposed recall classification [ |Classl [ |Class I [ ]ciass
Recall start date: Proposed recall end date:
Resposible officer of recall Tel:

Proposed recall level [ |Wholesale [ ] Retail [ ] consumer

Location of recall:

Operation hours and duration of the recall:

Means of refund [ IMoney [ ]Replacement [ ] Other

Proposed recall strategy:

Signature Of TEPOMET ... e

6 DAY TICETHERLDY a—LilB L@ EHEHE (3)
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HIZEIN T 572012, ARMBEAEETH6 1 FERIIRFL T RE
Th b,

> Va— L o#EREER, REBSICITEARINLZEND 2 HEMUN
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RECALL REPLY FORM (ANNEX4)

To

Tel

Address

Subject

From: Pharmacy AAAAA

Contact person:

Tel

Address

| do/do not have stock which is subject to this recall

| have reported and returned all the stock on hand to (Company Mame.._._.____. )

Stock received

Batch Moo Quantity. ...
Batch Moo Quantity . ...
Batch Moo Quiantity . ...

Unused stock subject to recall

Batch Moo Quantity . ...
Batch Moo Quantity. ...
Batch Moo Quantity. ...

ANy Other Televant Qetails. e

| declare that the information provided by me in this reply form is complete and true to the
best of my knowlegde.

SIgNAtUre .. Date . e

TR TICBY HERMO ) 23— VT LW

I
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A E L 2T DS REEICHEICE T oMY T

B SRRz Rl LM ETFTEE2RETO2LERNDHL, T8 =D
LbOoREEZZ T, A IFEEHLHABLRET 2, RICARLREBEESLARL 2
CHEBEGZADHACEREEIRERELRERO L, J4 2 v —ICEET
D, BREAIT. UMEBZEHL 74 —FT 2D ICERELEMT D,
TAB =P oWMEEZAFL ALENLOWMEICHT Z2WME LT L&,
REEIL., A4y —ICRHMEFEZRITTO2LELR OV £, T4V

—NARINTZBEVICE B TE RN ERHPLEEEA.

HEJRIINES> Z LTk D,
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FINAL REPORT FORM (ANNEX 5)

Details of the recalled products

Mame of the product Regstration Number
Active ingredient & Strength Batch/lot number
Dossage form Pack size
Manufacturing date Expiry date

Reason for recall

Extent of distribution

Cuantity manufactured or imported

Quantity exported Date

Quantity distributed Number of consignee

Cluantity in stock

Action taken by the Licensee

Result of recall

Quantity of stock returned Quantity stock out

Quantity of stock used or sold by the consignee

Number of recall reply form received from consignee

Disposal Plan

Method of disposal [ | Destroy  [_lreturn to oversea manufacturer[ | Other

Detail of disposal method

Name Of LiCeNSEE ... e
Name and Signature of recall officer..............___ ...

8 WU ARTTITRITDHEHK

Zo
S
pil
/:/ <&
"l
<]
ilss
i
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(1 0) FHEEH E

ANRERNSSIXELN o T2,

(1 1) AEFRG Y R o 5% R OFE AR5~ o Kl

ARBEHR»SITHELN o T2,

(12) EERNPLOEYE

FENRESEICBTDI2D R TOERERFOHELEZLL X, RO TRES
DR =X =V ICW|HEEINTVWDREREIN I A= LETHY, 5RT D2 LN HE
MWD EFBEBTOBMERLET DFBET bR,

Fo. A - 2o EREKRBRCERRRZBECTEE L Z2WUH D ICEK
mMOMBEOHEZH LLITOEMICHI E0ERLE TN, BAMICIZ. T
BEDOIBLMDTELLDEFD CVPERINFEMICHIGETE RN EHBH L
2, NEHFORNINEZIED S22 8B oholtnWorFEHBELHDLH, Z DL DT,
LT EAHRICK L, MU RGP EEAZITO 2 R RODLNT WD,

(1 3) BT oM S o Bk

B ARYT TE EEBCERES OB T 2 BURRE) S T E R R TIE R WY
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3. TR A H LY T — AH

(1) B

TFEA AN YTFT—LHEH (LT, 7R A) B THREERBEL2FE LT
WA DL, FEYE (Ministry of Health : MoH) TH 5, EFHLICHE L Tix. HES
AT OEMKLE (Department of Pharmaceutical Services : DPS) [E 3 5, & B R
(Drug Administration Section : DAS) Z)EIKF, & g2 = > b+ (Drug Registration
Unit : DRU) THEZHEL L TEY, 74 B ARTHEMIT, REFERLE LR
(Brunei Darussalam Medicines Control Authority : BDMCA) 23414 L TW %%,

EHMICET 2 ERERIITROEBY TH 5,

£ 21 TARAICBT D EERKLBE#EE &

157 4 Hs HE 22

Medicine Order, 2007% $ ik = 38 5 K OB BE &l O g AL X%
Fk. ot JRE . BRIRFER .
EVHEE RELTCERERIZOW
THS L TV D iEE,

Medicines [Licensing, | &3 &4 TNVR AT D ERKS O

Standard Provisions and Fees] i, AL BE L HSED T A &

Regulations, 2010) ¥ AN DWW TR GE ® 72 Bl i,

(Poisons Act [Cap 114]) 2% /RIS =Eolm A RA ., S AL
FREL, #ik K ORI >V T
Bl LT 5 ik,

Misuse of Drugs Act? EI S ARNEMSH | HE 3Ry om A, Sk, EE,

S BT 5. #HE 5B LT L

TV Dk,

Pharmacists Registration | A B AR ERITHE | 7 % A 1B 5 A AT D %

Order, 2001% BRI R OERBORN, T—E R
IZ DWW TE 2 B,

Pharmacists Registration | BAIFI & & ICH | 7V XA TR ITL2EROEE

[Disciplinary] Rules, 2010%° 3% FAI JFIBIZB L CE o T2 Ll

29

http://www. moh. gov. bn/SitePages/Pharmacy%20Administration%202. aspx
http://www. moh. gov. bn/Pages/Home. aspx

http://apps. who. int/medicinedocs/documents/s18037en/s18037en. pdf

http://www. moh. gov. bn/MOH%20Library/Pharmacy%20Documents/Medicines%20(Licensing%2C%20Standar
d%20Provisions%20and%20Fees) %20Regulations%2C%202010. pdf

http://www. moh. gov. bn/SiteCollectionDocuments/PDF/poisonacts. pdf

" http://www. moh. gov.bn/SiteCollectionDocuments/PDF/misuseofdrugsacts. pdf

http://moh. gov. bn/Shared%20Documents/Brunei%20mEDICAL%20bOARD/Pharmacists%20Registration%200
rder, %202001. pdf
http://www. agc. gov. bn/AGC%20Images/LAWS/Gazette_PDF/2010/EN/s088. pdf
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(2) ERXOSH

4 5L (Medical Product) D EFITOW TIL, Medicines Order, 2007 (LA F ., 3
FE) OA4HIIBWTCTFROLIICHESINL TV D,

FTRWThroHECEY, WG, R, G, MALCBEHSI LS T XTOY
Ho LTy (., R, EXGE2BR<b0) 2EEL LT D,
— AU Eoe P L E#HPICKH LT, ERBEOTHERENDI WD H D
— AU Eoe b L E#HMICK LT, EEAMTHEHAILLIESHD O
EROMEIE LTHERNINLI 02D B D

FoomBEIcE LT, EBFEOTA KT 4 TH D, [Guide to Application
for Registeration of Medical Products 3rd Edition(2012) | *°® 1.5 HIZEB W
T, UF3HEIIHEIND,

1. MJFEEHKS (Prescription Only Medicine:POM)

2. ¥EHEFHKL (Pharmacy only medicine:P)

3. —MAEZS (General Sale List Medicine:GSL)

L, BERELOBEBHBICEHL I TROEBY AR TS (RATA KR
A4 3.2H),

1. FEIFEL (Innovator product: NCE/biotech)

2. V=xVU v 7 EHEYE (Generic Product)

3. fHWs HE (Application for registeration of medicinal products via

abridged route)

TILFAICBNTEH, BEEO 33EHIZEBWT A OROVFELWVITHOVTLT
DEITERSNLTWVD,

1. Az T, ®E, g, F, HE, Ex, Te—h— %K. @i, @
AR OFTRICEbs T2 ToEEZAR LTS,

2. ZOHIZBWT A i3, 770y Fab Ll i@dzvy=xY vy 7 EEKLDOF
—MELET /KPR BIZOWVWTHEIZ, FEECAYRRZIToTWVDLIHDO%E
L., W 2emad LM TRV E S ATRRIED B D [ A 2R
NEGERVAREOD D AESENTSTRVED L L ITER

3 http://moh. gov.bn/SiteCollectionDocuments/PDF/Guidelines/Guide%20to%20Application%20for%20re
gistration%200f%20Medicinal%20Products. pdf
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%L/Tb\éiuuﬁ‘ ER LR

(3) ARSI 2 Ml

EH A O RKR L BT L T, 3 FIE K TMedicines [Licensing,
Standard Provisions and Fees] Regulations, 2010 ICHEENTEY . BHEFoD
FEMIZ DWW TTIX., lGuide to Application for Registeration of Medical Products

3rd Edition(2012) ] *lZRmrENTW D,

® [EJKSh B S D ) HE
TNANFAENTOEERLOBBEOLZDICIE,. WHETEICTA B ZAOBREN M
e, ERGLOMBBFEONEHICOW X, ERRICRRFELEZLEBY, T2
SHHIZPHEIND,
1. #EHE K (Innovator product: NCE/biotech)

(

2. YU v I EHKE (Generic Product)
3. fHM% B 35 (Application for registeration of medicinal products via

abridged route)

L OFERS T, FHS (LR OCEYFEN) & ERMS ., BEFOK Y
OELEH ., FHHAEROCHAHEOERLN G END, £z, 3 O HFEIC
W, B AERBICOEINDIBEEO T Y U H YT D EESOF T,
Yl b0 EDU EDORyF v —sH (FIMM, ¥ FF, EU (FREFELE), v —
T, AR mE, KE) KTERRBINTWLIEERLNEYLYTLEIN
TW5,

EEHOEFICEAL TIE, TRRAFEO I BRI EIND,
i AZEFF A (Import license)
#E ¥ FF A (Manufacture license)
237 (Wholesailer license)
iR AR Bl A 7R (Clinical Import license)

HRERBEICBW T, MAEFT, BRI LERLZ@TA, RFE, #@7EH L

w

& H T 2 Y — : antiseptics/skin disinfectants; lozenges/pastilles; health supplements; topi
cal analgesics/counter—irritants; emollients/demulcents; keratolytic; topical nasal deconges
tants. This list is non—exhaustive
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FTRET DL a0 T4 A, REREFTIT, RS oG, #Es L
SWHRBTDHZEZRDODLTA B A, HIBEFTIX, BRI -®HE2HED
LLIBRFBETH 2RO TA B A, BKRRBRE AL I, BARRA M
T—ODKEIN TVARVWEGZHEMATIHAICLERIA BV ALHEI L
TWa (15 ), KRB AEF TUAOEFTOFIHRIT1IFLEINTE
V. ERRRBEAEF AL 3E L STV D (15 3H),

[Guideline on Application for an Import Licence and Wholesaler’ s
Licence for Medicinal Products] {21k, XV M2 B RTLENTEY
BAEFATITI TR 20074 A EESND,

F 22 TNRANTBIT D EFE S O AT O FE
B A T R O L E T %
BETA R AFTAHAEICLDMAETA | EROTA v R F, ®WET A2 2
(License for Importation Authorised | HHEHHFICHEM S 5,

by Priduct Licence Holder)
ZEWAM T LICHL T AR E2HA | EELOBAFATRFEO F5l &) &
FIZLoTHAINWTRWEAET A | [RBEEKEELOmEAPGEFI &) (2

( License for Importation Not |fIF#iE 2., FEMILZ Z CIEHIET

Authorised by Product License Holder | 5,

Per Consignmennt Imported)

®  CETFRIREHGE D FhE
BEFABRGED FHREICOWVWTIE, EFAT I LI EDE R & O HR
[Medicines [Licensing, Standard Provisions and Fees] Regulations, 2010
WCHESN TS, BEEIZBWT, %748 XAOHGEIE, BDMCA (242 HHH
EHERE EHBICYRICEBTA2EHEL TS, MW, BFEEHL, BEO TSI

WD BT IR SR,
TAB 20 EREICIE, SIHIHERRITONTEY, AREPEELEGAIC
.$5000 LA F DRI &b LT/ AT 2F U TOERARELND LN TV D,
WMAEKROETEED T A& 20 B Z2BEFEOFHE (L [Guideline on

LLI\

Application for an Import Licence and Wholesaler’ s Licence for Medicinal

Products] #IZf#i s TW\W5d, TP EFEFHOLHELITIDAS TH Y, BHEHIZ

32 http://www. bdntr. gov. bn/Import%20Certification/MOH%20-%20Pharmaceutical /Guideline%200n%20App
lication%20for%20an%20Import%20Licence%20and%20Wholesaler%E2%80%99s%20Licence%20for%20Medici
nal%20Products%20 (1st%20%20Edition%20August%202015). pdf
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ABHL L IIAKEHOAIEHATELE SN TS,
HMEEDT A AL TIE, ke, LW ERMLICE W T, 3 TIZ
ANEDTA BV AZRERALTWVWDAIHEREFIZENTIE, BFEFEFIAELELINLTWS,

BAERODHRBEDITA L ZAOHELIA TIZUTDIONH 5,

B R
L BEFF A O F R
C BEAFERE T DLW

HHOEFTTICB W CTIILToOBROERSARDONS, HiEEL TR 1~3
DEHFIZOWVWTIE, FALBIZa—bETILERD D,

1.

= W DN

TNNRA TEATSINIHFEEOT FIEHED 2 v —
BEkFEGEAFEO L — FLFEARLEAEL L OHEORE
REHFTO LA T U hEHE

B ESHTFERLOY AN (TALT7 7Ry FMEICEREZ N"—Rapy—L Y
Zhav—, 20U A MNIIE, ®Wad, oYX WEHOLFTE EA
WL oA AFZLADHHEPEEND)

FRETA B ZADar— (FEOKTHR, FHEHFICERAIND)
"WETA B AT HENEAT LLARE (BREI L TIA B ROFHE
TGS

HEEEICTIA B A2 NETHET L2 LE2HF AT 5KRE (FFEENE
(O AETERNEE)

HHRFIZRO N2 EHIIUTO LB,

1.
2.
3.

LLRl O i AN ZEFF A O = v —

TNFA TRETINTEHBEEOT AR ED 2 & —

REBTOLVAT U NEHE (RO VAT U RTEHICEERND - 72856 O
Ir o BL)

B SNTZEERLOU A MT V7 77Xy MEZERcN—Far—L& Y
Thavt—, 20V A MNIE BEA 04 X REFEOLE L EA.
A v 2F 5 AHYHPETENLD, RS OBEIT., KT TAT
TOMLERD D, )

FRHTA By ADaY— (FEOKTHR, HEHICRAIND)

WM TA B ATHEP BT L KBEORAE (REFPHLT AL 2D
FiA & CiEeWiiEa)

62



7. HEACTIA B A2RETHFET LI L 2HF AT KRBEORAK (i
HENEEOFTAEE TIERVES)

MAFEFAOERERICIT. ARG U TREFRHEHHMA TROLBY ED L
NTWnd, BT, EERLOBMAEFTEHTEEFTOLERFELZLAL, &
EaFEHEMICRET S,

RIS, TNENICLERBHEREYMZ ST, 2L, BEFO@M AT
FLEREHFAEFEELEHCTEFATLZHEELLRVWEECERELZMAT2HTELZA D
EROEEDHZEIT, BEOAEXITFHLIHFEZRERHBLRTNITR L0,

uu

63



K2 TNAAICBTLERMBEEEFIOLTICHET L2RHER L HIH &

Al No. 75 W o> Fili HH B 1R E 4R 78 5 M
DAoLl |tE0RF BEEERHEO o — TR H O R B GE
w1 | eEa wEgoae— | TEURRETER

.
T 5% 1.3) | ¥4 —F— BEEHO a B — Sl
1.4) | HEEH L EEOLRL EH T
HEHMETIEAE
N
1.5) |R&EGATOER/ Blclev 47 7 NEE | 2R T
) T
LA T Y bR _%Q WOHfE E 2 3R L
N %=
S REZD Y U A T/
Rz mic &k » T
BEEB X OEKR
N5H5FEFTEEE
TEHT 52 &0
TE 720
2) W OA B | 2.1) | BEk S h s E K HE T4 ADa |25k
G g o e
WS A& ADRT
VoA kI HEHETHZ VS
B+ 2 £ X, ®WEIA R
o A & 0N 3AT L T2 K
é}g\E
2.2) | BRI EIE L B F 7213, Bl T
LI
2.3) |WHTIAELUR FRAEDOITA LA | HELT 4 & %
Dabt—BXO/EL |G 7%
TR SNEERE | gyn
Bh DT D KGR E
2.4) |® T A4 &R RSO T AR

I

D ar—

LT A AD
A ETERVWEA
=N %uuui/l"ff‘/x
BT A #2336 4T L 7= &

RE

64




HL\

o B EKEHGE DO FHE
ek HFE O FH = 1X. [Medicines [Licensing, Standard Provisions and

L"

Fees] Regulations, 2010] K (8 [Guide to Application for Registeration of
Medical Products 3rd Edition(2012)] *IZHE SN TWDH, HFEH L. DPS A
EAITLTWDLHFEHEZHWT DRUIZHFRMOT AL FEWMGO L, BHEEZIT I,
HEEEIX, DPSO DRUIC CTE# S LA — 2 X—Y E TR/ T %,

AR EE O R R X, BDMCA X v HGE WH SN D, TOE, " BREE s
(Product Registration Number) & T A &2 2 DFEHH #E (Product Licence
Certificate) BNEITIN D (4 ), BEABOFLMRIT 5 FM TH S (53H),

BEkFEFLITA B ZAOFERFITRBEROKR—LX—Y ETHENRETDH
LR, KBOEKORICHEAPE RIS, LarL, BT W TR, KRBE
BITHRD DR ADORBKETOXA LT ZTBRIEAEL TE D | HEHK R OKRGEN K
R 6r AU LR THRMEINTZND, BN D 2HE0. 71 ] BB O KGRGED %
TET6r AU EZHEFT Ly —2R3 b5 L0 ), B TAHR L —v a v &21T ) #
WAL LT, ABIEOFREANERB I N2 N EEKBENHE ORI A E L <
CEOBEBHASCEILLE L ORNZH EMEL 25 E0BEANM» %,

BEBFENATINTEHEAICIE, BHEEE L BIMCA © H 12X L DPS X 0 RBAT &
DT E O EHH (Form No: BDMCA/DPS/Appeal/02) % HH\» T appeal #1795 Z & A
T& %, Appeals /L, BDMCA D EENH > 72 H 22 H 30 HLUWNIZRE LTz
b, IEFEEHO 7+ —~y MIMNBEBEOD LB TH D,

Flo, MABREOIN TR WEIRGOEAICE L T, Bl@TA4 K74 0
EDHNTIHY . 2014 F2HE &7 [GUIDE TO APPLICATION FOR IMPORTATION
OF UNREGISTERED MEDICINAL PRODUCTS] (Z T & Adisnh T3,

FHA RTA LD e, BRI THRWELE O A

O ERICEB2FEOBRE~OLFL S L ITEAMA~NLGFEEZRITLESE

@ I PDLLIERICELATVWIEE~ORYOT /A E2RDAT S

nas%ga
WWBWTHAKBLIEONI DS TWS, AKZRICEL Tk, —#5 D
LORKBHFOLEND D, £/, HHFIZBW T, ThZFh ol 2 Lo

OERMS LIXEANA D ORFERLEL R D, 61T, MAKBIE LR
B L Tid, ABHENDL 6 7 HURNIZEBEA IR THIT R LR,
WAKBERIBREONLIRHOEMSFL L E, UFREDLNATND
O 2Rty 12U EORCTFy—JHIZBEWTEARBIELNLTND Z &

BT U o RICE S
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@ HELLLEV—FRICLD, S5, R TV IiICEY 2 3E B
SNTWVWDZ L, M, FMIEHAFERFICTERE L THBIYE R ~0®RE2RRD
5hd,

B AKBPFEFIDIPS KVIGTI N T AELOBEDOHGELEL H
256 BEOHGEEHORMEZLETRO TEHY 20N HIEOSE I,
FERHRFORENOHRE EETROTWD, £z, JIREAD Poisons Act or
the Misuse of Drugs Act/Regulations F CHEI SN AE MM E S EI121%.
YT LHIA X (B, EOIRERT. HEEDEAGRTE) 2 G T 0%
N5,

HEFD 7+ —~ v MIMBEOTH %,

® EA T o — LA

HARTA L BT, BHINZHAEERT, 10 EERLUANICAZY
— VT RONT T = a ryPirhbhd LI TWD, DRUND D EEFE I, Query
Letter ZJ L TiThi, BEP H-THEGITIE, BREIT 60 ALUNICHET L E
2T 220ERH D, 60 HAWME 2551213, HEEIXHEA TS, AT o@Em
MELNHEFRITIEEIND, ZO5E. HHAELIT O BT I HEE
ToRdniEzbsnweifiaintcnsd (3.54 ),

HEEO 7 —IZo50W Tk, TR LB,

Akdation forcompletsns
of thia product seedication
domsier by DFL

Incomplete,

e SE rakhad
from applicant
e 80 da

wahsita

l Fill application forms sccoeding in guideine I [Is.snnnm i'h:lmn\:vwlmign‘:‘wn’\«Innnrnrrut:nn-cnraﬂh‘:nlmn]_‘| Com psts [ Raequired docunens

Mo, by D) submitind
i .
Waki appin e with DR for
[ submmssion of apphcation I \\ Raguirad information
T R documenis submitied
Clarifiodian ! furih Quarylatiar B
dozuments rcuied —
Stage 5
Appication is
infarmed that
apphcabion s
incomplata and
refurned
rofification dare. Ay varisfions
1o & regesiensd procuct,

Ewaluaiion
[ Payment of processing fee of BS200 per product ] [ Paymant of Producs Licanca fea o 85200 {valid for & yaars) | ﬁﬁalnvnm‘ apploarts rad io subm

Sulbemil applhation A wih ralavant
dopumants to DRU

Rmceipt of application /
by appoinimean: 1 doy
Seeening o
product
application
dossier by DRL
for completenees
accomding to
cracklist

anaric 110 days
Abridged: 110 days

[noom plets

Moies: For produces rejected for

~ regisiralion. appheants may
aigesd make a writen appeal wibin 311

] Fieparting 0l doys calandar days from the

Fpplicant i infonmed

CAmnification recpuinesd MNCE: 225 days
Ganaric 110 day
icationinofification for

1 approwal for changes) t DRU

Imsunns of rsceipe of payment and Acknowiscgament sip with [ lssuanca of racaigt of paymant by ORU ] atleost 2 months befoe the
Scraanieg Ral. No. by ORU impiemeareation. The doys
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LFROBEHRFEO I LV BLEREHD Part NER D,
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69




@ Part NHGEEROHEHAH
Part MICBEAL TiZ., ATO@EY,

£ 2T TNV RAIZEBITHEHRL Part T HFEEE O Section
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FOWVWTNNDFIEZ Lo TEHIND, BENAKRINLHEITIE, BEAEDN
FATS N, EAMBHEES LB IND, HIFEOARWHEICLIY ~EATEIALS
BB TH, BMA LY 30 AN THONITHRFE L TREL I A TWVD,

v

3http://moh. gov. bn/Shared%20Documents/Brunei%20mEDICAL%20b0ARD/Guide%20t0%20Application%20for%
20Registration%200f%20Pharmacists. pdf
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(1 0) FHEEH E

L OB REBICB T AHEHEICOWNTIT, REE DR — L= DN
SR »SITEON o, . TV BV THEARREOICHOWTIT
R TEhhol,

(1 1) ShEHBLH Y R 5 7E K& OFE A 5 R~ o KL

Guide to Application for Registeration of Medical Products 3rd
Edition(2012)°° @ 1.4 HIZHE W TIE, X F~v—7 EHOHE Y HIZ OV THEMN
b, M, HFH B, vL—v T YR EEH, KEOWTALOE
WCEBWTT TIZARBRIELNLTWDIEHENLICE L TiX., Provisional product
registration certificate W DPS L W BITINH LN TW5D,

(12) EXRANLDOHEL

EANRESEICB T TR A OEFERHOELE DL OIT, T AR AT 5
ML ZADFEEHMICONT . HRBICL>TELOXRNH Y FPRAEDE W &
FEEEYMLENEL REREREO L & ARBEROMEERBMICBET S
HERLT LN TS,

(1 3) BT o e o Bl

TNxATIE, BEROMEE, X2k ORI RERKELZROZEEZHBME LT,
[Allied Health Professions of Brunei Darussalam Order, 2017 *"72% 2017 4 7
H1RIZEITINTZ, ZOEROHIEITHEN, TIAXA - F )T — bHEHERESE
#HiEi# S (Allied Health Professions Council of Brunei Darussalam : AHPCBD)
MRS, TAVRABENOEREFEEOHF KR OCEHRZEMT D2 L &RroT,

37 http://www. moh. gov.bn/Lists/Latest%20news/NewDispForm. aspx?ID=116
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N b FattaFERLEME (LT, XEFTA) BV THREFEERBEEKRZHTE L T
HOUX, HFEEYE (Ministry of Health: MoH) TH 5, EHL ORFI HeEME 1L, 2
P (Drug Administration of Vietnam), TH» YV ., HELEOKFEL LM
AHEYELTWD, £, FEOHEAKABRIZEL I, BHFEENBLXOCHEFTR
(Administration of Science Technology & Traininng) 23#HY L. {5#5 3 05
Y (~N—7) OBIHIEEHBE T, ERIEFEHT (Traditional Medicines
Administration) 23403 L CTW 5,

ERGEH Y AT AIREEORZT T3 OOMM., EHELEHEF (Drug Adm. Of
Vietnam) ., ¥ FE & 2 5 (Pharmaceutical inspectorate)., EX L L EHEHF
(National Institutes of Drug Quality Control) ML S THBY ., HiF L
NS REOEENFLET D,

[ Ry ] A‘
Lk
EL AL
musEastens | | mmawas REERR
BORER T
(63%)
B
LA

HOEERREE
BRtA— EEXRE HEHEL
(63%F )

X 12 XM T AICBTHEEMLEHE S AT A
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EHMICEA T2 ERERETRI2ZOEEY TH D,

# 32 NhFACBTDLERERNBEEE B

w4 I = D
Law No. 105/2016/QH13% A 2017 4 1 7 1 H kAT
(#4105 &)
Low No. 34/2005/QH11%? [EE =373 2005 4 i 17
(L 34 &)
Decree No. 54/2017/ND-CP* 4 54 = B HEF AT B 2
2017 4 7 H 1 B fifT
Circular No. 44/2014/TT-BYT'' | i#iE 44 5 IHIEF LN —
Circular No. 03/2012/TT-BYT** | @& 3 & Bl IR A R
A3 L~ — R
National guideline on PV* - il 7E s

NN FLAOERHOERAEEE LT s, BB ET S MEME (Law) 1,
BUOR A HIE T 2 [Br4r (Decree) ), EHTNHAITT 5 @ (Circular) ), HHM B
LTI REDRITT 2EES. FMRBE. BEPBAICET 280 2B & 72
% TP (Decision)] NFEIET D,

EHFEMICEALT, EELOEERGORB L LT ON, 2017 F 1 AIZEITIN
7z Low No. 105/2016/QH13 (LA F., #HFEFEE) TH D, 2017 4 7 HIZ1E Decree No.
54/2017/ND-CP (LA F . Br4y 54 %) 25l & & U8 3 F1E O — #6052 Ji il HIf 23 P i S
Nz, HEEENHE SN D LLATIE., 2005 4£ i 17 D Low No. 34/2005/QH11 (LA T,
HEFE) #0licERA S TEY FIEFEICL-s THHNARLEE IR LS
W FRIC, S (N R AEN) RECHEETLIHEHAICE W TIHESEE L FEEE
T 5L, KA FPELTTFRIABETOND,

3 https://thuvienphapluat.
3 https://thuvienphapluat.
40 https://thuvienphapluat.

-321256. aspx

‘' https://thuvienphapluat.

ky-thuoc-259845. aspx

2 https://thuvienphapluat.

vn/van-ban/The-thao-Y-te/Luat-Duoc-2016-309815. aspx
vn/van—-ban/The-thao-Y-te/Luat-Duoc-2005-34-2005-QH11-2626. aspx
vn/van—-ban/The-thao-Y-te/Nghi-dinh-54-2017-ND-CP-huong—dan-Luat—-duoc
vn/van—-ban/The-thao-Y-te/Thong—-tu-44-2014-TT-BYT-quy-dinh-viec—-dang-—

vn/van-ban/The-thao-Y-te/Thong-tu-03-2012-TT-BYT-huong-dan-thu-thuoc

—tren—lam—sang—134441. aspx
% http://canhgiacduoc. org. vn/SiteData/3/UserFiles/HDQGCGD%20Final%2029_05_2015. pdf
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= 3 i % Sk R O Bl IR SRR S BRI B 3 S VAN Dl B R (5 4F) O MIBE (IR R ik
55 2&)

OTC EEH dh D AR e fif 2L O3 15 2 2 27T I, 485 1 M b)

BUFRZESE OB OENREERGLOEL R FEE 745 4 a)

NEFLADOERBORBME LT IEREOKITE CICEAL®EER L O M A H &
SN NEWVWIABRFETOND, NPT ATEH, FHECESVWEENZ T EBEIC
Blta L, ZOBICHESLBEENEXHBEIND LN U THD, FEANITA R
TAVERANRT DI EbFERY, ZTO, FERFEIHESNZLOD, M
HIRB TRV BRI HEINAEZBMRT 22 RH L, E8580HY
BICL o CTHEBOERABERDLE Vo E b HEBEIZALT TV D,

BS54 WA N—LTWVWARAWHBIZEAL CIEHEEFREELZEHL B, EFE
EHEFEOBEBRMNIRMEE LTV IRITH D, i FIEICESIHARMNEE L&
DEIBREBHEINDIONEWV) HICOWTEHARBHRE DL L E-TEBL, #HK
FIEOHBENP O —REN OO ICEASREER E OMAOHIEDFFZi T
Do

(2) EEXOTH

FEREE25TIE, EELEZTROLIITEREL TV D,
® [/ (Pharmaceuticals)
=G &3 FEY (Drugs) M OVEFHKFEE (medicinal ingredients) % &9,
> F&W (Drugs)
Y LiZ, NORFOTRI, W, 6. &M, BXOe F oL
RROMEIICHEHIN2ANR S ECTEER >R G ENLIEHAEZ S L, B
L3 (Modern drug) . 73 (Herbal drug) . {n# 3 (Traditional drug).
U7 F . BIOEYENRA L ST,
» EFIHKFEE (medicinal ingredients)
EHFE & E, EEMEERFFICHER SN D AR, EEKS . KIEA .
N TN EOREANIE A S NDMD E ST,

Fo, BHBEELIZT, FIFQIFIUTOIICEREINALTWVD

® HlIFIEFHKL (Controlled drugs and medicinal ingredients)

a) FEEEZE (Narcotic drug)., MIAEMHIE (Psychotropic drug). EIEFTERYE
(Precursor drug)., WMHE k0% & #H A3 (Combined drug that contain
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b)

c)

d)

narcotic ingredients). MM I %2 & ¥ 53 (Combined drug that
contain psychotropic substances). BRI 'E % & To 4 & 3K (Combined drug
that contain precursors), M PEEZ (Radiopharmaceutical) 35 X OVik
HMHERALA (Radioactive isotope),

RIS . kG e EEATEEME . BMER S 2 B DEAIE, MEEL ST
BEE NBEMELZEOEGE BHMEEL L OBNMERMAEORE D -
D O FAE IR Sy o BREE R Sy . KA RTERAR . IR,
REKEICEI > TAMENEZY A MIRRE SN D H 32 E RS L OE KK
¥,

B s Tamanl —#HomEk,. 2BoLIwEO —~5I2H 5 E K
B OV 0B,

BrE (New drug) IZOWTIHRIFICUTOLIICERESN TN D,

® 3 (New drug)

NEFALATHO TERERMNICHENINLDIHT LA EITEEL > EE T
FEMmTod, £, NPT LATINETERMIIETIALTHNTH, BRI A
T ADHMAEDEER ORI ELITEER S LHETH S,

F7-. 43 (Counterfeit drug). B 74 (Counterfeit herbal ingredient)
WOWTHEHRFRFICUTOEIIITERINTWND,

°
a)
b)

c)

d)

a)

b)

c)

BIELIZ, TROEDWTH D,

B ETTEERIZEZERNE O,
FARNEIFBRBREEE T WMATFAGECRZB ST D b OLUSDH D)
aeahid o0,

AL 32 HICHET 2 ARKKBHE (unqualified drugs) Zfr& . RER E
ITIEE IS, BENIIMAGFAGEE X R 2GR EE L IBREEAT DA
Ry FT T EER 2500 0,

fhofEE | WEEE IR EREZBIET 5 HETRIE, Rn, E2137 X
T E b o,

BEEST Ry & X, TROEHER S TH D,

TRV ER IR CEREY FICL o TEPNLELO L TR DH, .
FrLFEFEOLOTHDL Z &,

TRV INTZW AU DOy E BERNICIRA EIFER IS O,
b D WVITTEMER S O HICEH Sz b 0,

fhofEE WEEEZIRERLZBET L2 HETRE, R, F72137
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MM ashlb o,

—HTEEBOSBECEHL T, EBEEMLY X NOFEEE TICT N L REE D
HBTR3IMEOSTERD D,

ORTEIHREIZ X D505 - OTC - AL H 3K

QFMMEIC L0 H¥ - Vo x Y v 7 ERL - BREKS

@R L NI L DM WAEEIRS « LR - IR

HIEFEDO 2RIV T, LROSEITRHROLITERSATVND,
OREIEREIC X 558
OTC & : REERENAM LI —HEELOY 2 MZREBI L THD, 4L
HFEFITHA, NEITHEMRT 22 &N TE HEEKMN,
BLD7HE LT ER LT & ORRH 3 E A o RO AR A IS B BR & MU T AT R
PERN S D720 T /M 3N SN D ERLT 2 LE LT 23,
QFHIEIZ X 5o H
B . RRRICE#EL
Vex Yy sEEL VY vy 7EELLIT, TOT T FADEK LT
CHDER D A& AEERFL. LOT7 7 FADOEFMORERTH D,
R R REY O E X HIEICHE > T, R, £ 723~
BOSNTEER I THERSNLDEMZERT 5, TN EITH
ROBEREZHT L LENTE D,
@UER LI K 558
VZHEH L M ERES & d, REERE SR Lo BHER MW U R M IZ
RHINTZEELTHY REBDDOAXDREFIZL > THERLDOTH D,
LR ORI IR 2 RITIEEEHE e L,
TREEZE - FrdFik 2 Rl #E A L,

(3) AREFIZES 2 K

NEFFLATEERLREELITIICE, FEEKEFLZW S RTLERE 2V, F
ERAGEMENH oSN E/ECK LTI, ERERMFEEKRIENF (certificates of
eligibility for pharmacy business) NFEITSN D, T/, EELEZREBEBIED
ZHiZid, EERLTEICHBEERESEZNETILEDRD D,

FT. BEIPRETIOILENOLIEEMFEEKREAFTIZIOVWTHHAT D,
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[ 1= 35 i & 6 B RE I & o B G ]
A M FEERIEPAFICEL TEIHEELELES 64 SIZOVTHF LIRS
nTWn5

EESFEGEBHITIUTOHAERY TILE D, CHIEFIE 32 %)
B g L OV HE R o i
S SSEGONIE Vo) RN TN
ERBLOERFEEOMRES -2 EH
3 s OV E U O H) 7
¥R, Ry 727 Ho3EiE, BARBKRER - BRBKRE - EHRED /N
RHMMEE GO/ EE
EHEB LOEEFERORBRS — b X ¥EE
538 o B K SRR Y — v R 4R ik
EH DAY FEHREERBR Y — 2 Rt

EEMFEORBGEMIILU T THL L, FEEFE 33 F)
PR - FUBH RS St o M M | MERIEREEITEAMATFEHT D
Z &,
Mgk - . ARBERIZIZ S T2 6xP REEICHEHAT D2 &,
Fell BB N ERERLZR O F O o LT, Filletx=2U 7 1

ZEREHEESAEHA SN, YRICTFTSND 2 & CEEFEE 34 %)

fEEk ., B, ANFEME Eo@EY s (6xP EYEICE S ) OFFMIE 3 £ 2L,
XiFREREDOHEFICEIVAEHITITDON D,

ERMLFEERIEPNEORBEMAFITI TR TH D, HIEITH>WTIT (5)., IR
REBICHOWVWTIE (6), BERRABRICOWTIE (7). IKEIZOWTIE (9) THREHM
riL# T 5, CHrEEiL 33 &)

B3 - EHFUBHLE - GMP &

[ 5 5 dE (O 0 GSP i A

BE 3R L PR 0 GSP Ol &

B3 dn - JROEHEIGE @ GDP i &

= 36 5 /N 58 0 GPP 3 A

BE3EE B GERBR - — B X GLP M &
P2 SR R SR BR T — B R GCP A
BA/BE B ¥ —t % : GLP @A . GCP &
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1.

>

BA/BE:E:
GLP + GCP

REMHR
GLP

I | 7 RER
GSP
g — g

M 13 N kT LI BT D E K G2 O F e AT

HEE 7 nt 2 (B4 54 75 33 %)

HEEE I, WS 2 EEE - EEECREHLR2ZTRERL 20

a) 25:32%Wa, b, c, e, g, hiCRRELIN TV DA (HE - hFELS D
Ba) . REEICERET S,

B) 24 32Hd, ddici#InTWaH%La (HE-/NEOHE), HiEHED
A AL DI 2T D MK O {74 ) (Department of Health) (ZH#EH T 2,

= MR (receiving authority) X, WEEEHELZZHEH L%, (TRE T HFE

FAX 0L ZHFEEIZEMNT D,

HEERWEDOWS b DO Th L8546, THEMBEIX.

a) HWEHEOMRBIOMEPEUREFEMICHES L TWVWDLIHEITIE,H
A OB CHSRAELZITOTIC., HFFEZX T LA 30 HUNICE
Wi FEBRKIINAZLRITT 5,

b) HEE#ZHELALBENS 20 HLUNICHBEEOMZ CHMAERZ LT 5,

HEEATHE WS b O TRTIE, ZEMEIE 10 B LLAIC HGEE 2B INEH

RO, BHEELZERIEDLLOERLATHERD 20,

MRINTEHFEELZHLLE, XEREIT. MREETHFEES 01 & H

AR T D,

a) MAERBENEKRE LTRSS THLIGA., REBE T, AEHE 4 HITKE-
THHEEICHHEE ICHFEFLLATOILOERT S,

b) fiREINIZHERHEOWS bOTHLILA., THEYHIX. AFE 3H
DIRRIZHED R T NIE R 5220,

BgGHRANTET Lictk, TEMEMIX
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10.

11.

12.

a) BIGESM{Tbh, BEHENERINLVWEAIT. AN fTbivcH
Mo 10 HERDRNICERMEEGKIAENEZRITT D,

b) MERREHBEIONIE, 6 HEHLUNIZEMT D5,

M EIE R & (remedial actions) RN U LN/ Z & ZFEH T 2 EEMN

JEWTZ A 225 20 AN 2 EEBEIXERMFEERIEAEFT L EITT 2.

HEZHTT2500HE LR TE b0,

MEHIL, SEHEBRICIsTEmRICEVENMOEEIERINTZAENLDL 6

FAURNIC, BRICE L TEMOERZEZH L2 TLERL20, HFEEDR

RN OMRE CICZOEFE LM S hotlE, ERIEHESRIIC

HEhThb 12 » AUNICHBER R+ 254E. XA TIN5,

TR, ERSFEERIEHEORITEND 5 BEALNIC, TO

=7 A N EOUTOEREEHRT 2D LT 5,

a) BEXHMLFEGHRIENTFTOIRRE O KL KO,

b) T EIKAIRT O K4 & KA G FFE S,

) BEHELFEBKRIEHZTOEF T,

36K I HICEMINTVLIEAICHEATLI2HEG., HEH IR L TR

RO, HWEEAEZRAT L2 D LT 5,

e SR N AR GE B B AS A EE 122 BAERICE o T 2 BifERR L e iR

MRV, 1HE (HE) ITHFEEIC. b 1EHERTEBEICL > TRESH

Do

A 355 2% Good Practice requirements 7= L TWAHEE., EEKLFEE

B FE I # A 31T 4 5 Z MBI Good Practice MAEMEZ T L 2T I

AR AR

o /NEIEL RISy Z—DHET (45 54 5 36 5)

1.
a)
b)

c)

/NG IR 72 K o BT E

= — VB XN RITIZ T/hEIEZRRT 2208 TE D,

— U BRLOPNRBEREI O WIE I NG, W 2,000 N2 T 5
BIRFTOWN 1 R THLHE. HLWINRIEMIZUERNERK 3 FF
THERINDZERH D,

a ICREM SN TWVRWKEICHZR S, 22D 2 OES O ZATICBEIC B K
mEEEKAERELASE SN /NEIEE, EAEOWM THETHET S Z
ENTEDL, BERMFEERIENFCADNHRB L VEEIE. ZOESTOR
MEPLIBHIC3HFELHEATEET LI ENTE D,

171

s

141

2. KT w7 h o X —0FT1E
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a) I 22— DEFEHEHN

b)  ECEEHIEC, L EHAE B BEICEEN LR VWO 2 I 2 — DO ERERE,
o WEEM (Fr#EHik 38 %)

a) PEHK AL EE G E O AT H

b) ik 3CE

c) MEFEBBIEPHEFTFELIHEOFLELENT HIERNLE

d)  EEH RS FF O = B —

It

=3
h

k=11

o AR

B3R F vk CIX IR FEFF W 5E £ (certificate of satisfaction of drug-trading
conditions) DHZNWIMRIL 5 FM L ED LN, AHMRAL N ZA7TIC, BFEIFE
HHEFREEEMTD2MLERND o7, —H T, FEFETITEELFEERKE
HEOCHEDMBORERNBE SN, TORbVIC, SEZTLEFHLEFIAEHICE
HhEENMTbIL D,

o FTERB (Eis 54 7% 33 %)
PRty - BE /i ON /R 8 /R GE RUBR /BA/BE RRBR /B R BB oD SR B
RbE )R - #1598/ /e

[ B k52 GiE B 35 ]
ERTHERTLBY EELEZXFTLAEANTHRBIEL-DICH LT EITH
MR CREHEZ MG T LOILEN D D,
BFEFEO 54 FICLniX, BHRHKEIEAEDO KRB LZZ T OILERH Y, LI
DFMEMleTLERND D,
eI ODERICET 2 EELRHZL TWND I L
HEFERBRIIHEIN LI EH AWM TRHEERICLY, BEShTWD Z &,
HETRICHE - THRHESNLTBY HEFEEICED D mELEELTW L T
5k
Flo.MASNTEEELZXNFATRIETZ272DI1C0F, SEORERZE TN
TOWTHNADHETOMP BEEZEITLRTHRIETRL R0,
a) BERMICET 2 XFEOFM
b) GMP B DJBATICE T 23R Y MIC & 5 & LR R O M BKR
c) B % T o A 5

T, HEERFEBAEHEORE 7o A2\ T, HEHEEOFEM L 725 0E X
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FEMFMAEL TR WD, 2006 FEFEEORE L5 EE 44 5 (Circular
44/2014/TT-BYT &) ICHKSEiE#H T 5,

BERICB L Cix, MEEDXHEREZ G X ZAMOFEMF L L L ICEKT D, (GB
B 44 7 35 &=, 36 %)

o [EHMGEBHEONSE (HE M4 5 9IFR)
ERALOBGIE, OFBBER, OBk, OBGEH., OL EREFEO 4 FHHIC
DHEIND, FBEOFEMIITR CTH D,
OF 57 K-35
a) NPT ATHBEERESVMFEIRLTHRVE D,
b) NRMNFATHBBREE VM EINTEBY  EEADTIEROVN, 8
WWHESINTWDL RO REBERH D00, BB HREUIN L Y EIE
mn DR EEDMLE LR D D,
¢) NPT ATHEBEBRERZESDMNEINLTWD R, BEESTOHRAEIN
T als, RBE25K 12HIZED DR E TIZHREE 21T &8
ZHETLIZENTERNH O,
@ F % 5%
FRRGRIT, BRES WM T L. RESHEITHET D B8k 8 HZIF 2072 S 72
WG
@ % f B
Bk DL, BEF LR L, LT OB LG T RAICBRE SN E
FRmELEEREINZEER[CEAIND, U TOEMfFEZREZ L TWHIE,
FEHGITEBEERGZ2RBO DL EBHKD,
BEFZIISEMANTHY  KOOBEELLITHREKZBE LK, W
LTI D,
B A DB Gk F T E R Gk 0 S IR BACEIE . ACTD £ 7213 ICH-CTD M O
ASEAN D i@t X HE DRz AT %,
RED 32454 (EELBHEESOMV ML) 1L 335% (EWBREORD
DFLWVHGEOZEOFIL L EBBREREFORITOFIE) THEIS AL TY
LHEERARERE R,
WHO 721X M F A ELITMWMAORBILRNG, BEOEFNEHIND
R OB ZMEIZ SN T OHESE T 720,
Vo HGE R & B R E M OZE TR0,
@ 75 B % f
EHEBEIL, EEHEPICERESOLERL LA TR EN D, i85
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BRI T MM RROEHEIC L BEENOL AR b5 Y A . R
ERBREEE L HAL T, 20 E 2 FERBEOESCERS ATV L) I
BEEL, ZEOBEELHET 5,

o HIFEEHOMMEEH. KA (@ 45 11 %8)
[ =555
EWNEES XM LGE
SREEFES - N AR E L
(RFETOHFFEOLE AL BEEHRM T (Patient Information Leaflets:PILs)
GO BENICRHR EN TV DOIHEREN N T LABICHRTOILEND D)

ﬂHU

[#=]
A FRTER, BREBVICER, EHTETT D, EHICSHMLLTE
FERBED | B O R O — DB Gk FR A P i RR O TR & T,
Z )b, SmPC, IRAF3CEL PILs % I2HI D FI & #9,
PR B G L B MR TR E R E OB 4 BT,

1

® [EIGEEHFEEOMME

PEIK AL FEE O BT DWW Tk, ASEAN @ ACTD IZ#EHL L TH Y . F il 4Part (2
DIMIT WD, FADNRTOHFEDOSE L. ICH-CTD b AIRETH 5, HI & %%
ERL (P23 vy 7 EERN) O2EHLIN, FAEOBRIIV XY v EK
MTHY, HEOBRIIFIEGEORLTH D,

HIE 44 5 16 F£IZIEX, FTROL IR N TV D,

Part 1 : 4TECE K O M I &

Part I : fn'8 W& E

Part T : FEREGIK £ 7213 % 2R

Part IV : &K £ 72 13 A 20 i B

BB OSHEIC LY LEREHD Part DR D,

k=113

l—l—
ha{1(}
(gt}
S
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KW AN TFTLACBTLIEELOEFRLBERFICLERITR -

3% o Fl 4H T X E R F I
1) %8 Part I, IO, I, IV
2) YV=xU v s EKRL Part I, I
3) BB Part 1., I
4) BT Rk Part 1., I
5) ERZREHHGE Part I, I, IV
6) R e 2 B HGE Part 1. I
) TOMOEE (BEMARZER |Part 1, I, M, IV (EYT5HEE
HOOILEZUTHH D) ¥H)

@OPart T HEEEEOHE (@ 44 5 17 &)

Part | DITHXHEXOEDEROBGRICITTROHEANEEND,
. H&

2. BV HHMEIERF

3. HLE DK

4. FER (WETHNIT)

5. HN—

6. FREAGEICHET LEYICET L WMEE

7. BEKHEEIC B D S Gk o i JE oo i B

8. FEEKIENE

9. HNEOEEKE TRITINT B HRTAEY F

10. ACTD £k CPP

11. CPP RBFELS GMP BE 2 G8AE L C W72 Wi & 134 B R SR/ 3 0 GMP GE B &
12. EFE & 7 v

13, 80 1

14, L5 0O EHK

15, EEMBIEICET L7 7 0 F v A4 XARK

16. LEFAHEEHE (Hbiid)

17, RIS a3 GMP o FER] F
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@Part MTHFEEROEH (GBEE 44 5 18 5)

Part HOMBEREEOERITITTRLROEANETEND,
1. HRK

2. nE O

3. WE LB

4. BEE&E

RIS O — i EHE

(@]

@Part MHGFEEOHEA (GAE 44 5 19 )

Part MOIEHK E -T2 eERBROERNT., TROHEMNEEN D,

1. B®

2. FF R M
2

w
W
By
&
>

@Part VHFEEROHEB (EBE 44 5 20 5&)
Part VOEKE T ABMERBROEENX., TROEBENEEND,
. H&

il R A 22

s IR 2259

2T O IK A BR— 5

MR B o #®E (WRe Thiid)
2 EH kL

S o1 s W N

HaEEE (BE M4 B 115)

[T oXERIC 0TI EE]
WRERE T HEHEORA 1

b) B KHEED o —2

) EHMTANNNY T 2EH (HBRETEEDNRVGEITAE)
d) EFELEHR (FEHETEER L WHEGIXARE)

e) VTN, HKhmE

[ 25 5 o> % Gk i 6 B 70 4 )

FER (b L ITEMR) AEBRERFEE

)
~
—\
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o LMW (GEE 44 5 12 5)
. EEGBBREESORITELIIEFORENMTONL BN, KA 2 HH
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d) SEREEERS N T LY D THEMIER S OB E BEET 5,

4 https://thuvienphapluat. vn/van-ban/Thuong-mai/Thong-tu-277-2016-TT-BTC-muc-thu-che-do-thu—-qu
an—-ly-su—-dung-phi-trong-linh-vuc-duoc—my-pham-333894. aspx

95



BERGE (BF 54 5 96 &)
1. YRICKLDFMITIFRROBAICEmIND
a) MWHMAEIXFFLE GMP HEOHAEARICOVWTAEBELEEO LD
ThrZ &,
b) BHEMAZEN ICH OMBEEXIEIA—A T U TIZHY . GNP R Z %),
USFDA, BRI A BRON 3507 (EMA) . TGA, PMDA X % 7 F Z fR &4 7>
5 GMP GEHHEZEZ WAL T\W5b, =720, ALK 3 HICEYTIEAZR
<
2. BLAERITROGAICE/RLRTLIEXR L 2N
a) BEHHEICHIAELETIAERDEVLEH D
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AZRiE L TWRWAERET A CENAEEINTCERL T, BFFEHFERX 2/TT(24)
o TESERER) 2R+ 22T, EEMICHF NS (Circular 22/2009/TT-
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RICET D VAR — FORELTEHN TN, BEERERBRA. WEHR. BEEE
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AEFRIT. BE~OBEEZENLREMEZIERTZEOEIFICE > THRIHT 2,
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~4 TFH TV FER S TN D A, e RIS TS A WD E AL T 3%, 2 FEIE 0. 1%
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HFHELTWVWDIERBLTVDILEOERLD D,
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ERMERD D, N A DNT < A FFEETILER 300 4HREEORIERRNHRE S
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5 https://www. jstage. jst. go. jp/article/iken/27/2/27_29.003/_pdf
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47

o

itk ik, EEBOFBR/SEFCHMBICEBEI ATV RN EEFRREE LT,
HAMICHERTREARZSHTWIHISRA AL EoFERLET LT,
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REOEMHNCE L T EFEE, A b4 5, BE M FICRRIATVD,

o EHEGREICHITLIEFLHEME L REAFEHEMFEOLRME CFIEFIE 16 %)
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[

' http://magazine. canhgiacduoc. org. vn/volume/Index
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%2 http://hethongphapluatvietnam. com/van—ban—hop-nhat-03-qdhn-byt-nam-2013-hop-nhat-quyet-dinh-
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ban—hanh. html (X k J AFE)

108


http://hethongphapluatvietnam.com/van-ban-hop-nhat-03-qdhn-byt-nam-2013-hop-nhat-quyet-dinh-ve-trien-khai-ap-dung-nguyen-tac-quot-thuc-hanh-tot-phong-kiem-nghiem-thuoc-quot-do-bo-y-te-ban-hanh.html
http://hethongphapluatvietnam.com/van-ban-hop-nhat-03-qdhn-byt-nam-2013-hop-nhat-quyet-dinh-ve-trien-khai-ap-dung-nguyen-tac-quot-thuc-hanh-tot-phong-kiem-nghiem-thuoc-quot-do-bo-y-te-ban-hanh.html
http://hethongphapluatvietnam.com/van-ban-hop-nhat-03-qdhn-byt-nam-2013-hop-nhat-quyet-dinh-ve-trien-khai-ap-dung-nguyen-tac-quot-thuc-hanh-tot-phong-kiem-nghiem-thuoc-quot-do-bo-y-te-ban-hanh.html

HEFTO I EED 5

mEF 2y 7 OLEODICHOLNLRBRGIELT/ TR LD &

® Mot

S T e—
8 1 OEEAT
\. r

v

MOH > DAV ~ZEH{EH (=) ]

-~

. A
W
4 oy
DAV i #EF — L0 LB
FGLP RHIOFERIZET SEE
BB SEFTIT 2L T
. v,
l EERCHMFEHOSEENL 55
A
[ DAV #51 F % @k ]
|
BOF RSB ieE (2N i1
&, =EOERS
20 %% A LI
EEFICTEEIC
HEATHILD
SEEALM
GLP BRI O F5 2 iz B REHEOER WEAHIC L ARERUR
AR RO R T @ B E LOEHS

(4) (5)

(1)
(2)

(3)
(4)

(5)

FEHMCLPRAIZ LR L TV DI HA,
FHEFMHCLPRAIO —fHZ TR TE TRV N,
TRIEFETHISLGE,
FEEHMCLPRAIZ LR L T 2RWEE,

AR AE RIS BN R EEH

EEHEOZENOIEXALNICEE Y/ NGLPRA O £ RICE T 2FEHE%

AT,

FEEPO2PARBLTOFETPADREERTZEMN TSI RVWES, FEOD

Jath & LiE 9,

19 XM F AITBIT DHEHEMO GLP

109

Ak A F O WU FF T IIEH




NXKNFTALAOHRKRBRET AT, RIA4 L ITEEISICEEND AN, FEEED
FEATIZHE D A RTAVOERENRESHRTEIN TS, AREETITIHEREE—
ATHHIHEESFEILIC, EFEETHRESINEZEHEZNZ D,

o [HRMBOMKZHME DKM CorEEE 20 %)

L OB R R £ 7 XA F R SRR ORI E O KEEM F X, KA
P E AL, WU REREITHRREIFMEFRT AR S 3ERMOFIER %
JTWRF Iz s,

© IR AR B 00 B A

B HE 33 %% 1B (dd) KO8 832 ICHEV . BRIRARBR & AT O BEBI O BT T

RThH 5,

l. GSPOEMZFRET Dk ALF/MAEMTF/EMFERBRE MM 2T L
WA, (LR, R, REERY AT A B CERCAMZA L
TR NIER LR,

2. HFHPTEAT A 00 5 2 0% B DR BB 3 B B 5 L 7o Y i E
EALTORTRIER L2,

o [HARRBMN BRI NDIEENL, BAKRREZITI RESEER
HE3 B CIHBKRABmARRINDERL, MARBRO 2K - —BEEORE
TOERBEZTROLEBYVHEL TV D,
1. BRIRHBR SRS 2 EHE S Ofr 4k 89 &, WE 3 5 6 &%)

a) Y=x=xVU v ZEIEMN,

b) SEREMRS T, NP LATIHRERBEERLEN . fHEOREREM (X
FTAPMBETI2EBESRHOTROLNTWEIHE) THhRaEb 5 FiRm
L, Y ZEOFE#RE»ORZEM, AOMEOMBRIRINTEBY, FU
IRAEEK., 88T, RN TALATOLFORENHAELFRL S O,

c) NS A THIBEEF T ERER A ONEREES T, L WIEE - RARK
BB OERESLCHERD TN, THNFEEECTAEMICHEEL, b
RLLLELLSELRBLTWOERMLLFECHEERMERE.AFOS D,

XOREORER (BE3F25K)  AXIV A, 7730 RAY | KE,
AR, A=A Z U7 BFF, LOBRMEIKLT (EMA)

2. RTORBEOMKABRNALERERS CFIEFE8IK, WES3 5 5 RK)

110



a) HMLVWEEFEZZOLEEREML, T TICMBEL TWDIRDENHTL VWG
TTXZEHEMN,

b) AEANICHE L TWHAERERMLIZN, FER (%) T 4E%2RiE
TN E 0,

3. ERIRERBR O~k n o EES Chrdik 89%&, ME3 5 75%)

NPT ATHBRERESREFEAONERERS T, HEOCKHER (%)

THENICHRBE LD R LS 5 F2RKRiEB LTV EERMLOEE., IR,

LR LEE. A, B, HE TdH D EEMITLLT O KE RO 2

ET D,

a) A VEREAM AR

b) A EIERBR

BRPERBREZAT > T, AR EFEMAER 217 > 7228, RiEE O E

D % lifh PR BR G 1F A BRBLAE . F 7o 1T AR 3 IR D D Il IR B BR 6 1E AR IS

BT EEMNTA RTA &L TS,

REDRERE (BFE3 5 25K)  AFIVR, 77, FAY KHE,

AR, A=A RNZ U7 BF&, LOEINEIEST (EMA)

® IR BEHiA O FIE &

FERRBR AL LD DIC MR FIEE L TIE, National Biomedical Ethics
Committee |Z & 2 FFAli, fRIEEICKDER FFEFEDMMEKL) Tk, T
A RUVRLVTHFTILERSD, VA N/ TIRB/MBEEESORREZ T
Ttk RIELYR~OFFEEEMRGET LN TE D, WA (k) X, FREY
ROEBE/EHRIZOBZHFEON D, REEY R OKREHE%. BIKFKRZ B MW
BETH D,

o [HRAMZFEMT HOOMLBEERL IOFIE CHIEFELE 95 &%)

[2 ]

a) R IRFER O FF A B G

b) H i

c) FWDOIEK L E

d)  EE KRB o

dd) WF7EHE O 5

e) ERIRFUBRGBR A O X EH I

g) NHOEHEFZMBEBRIC K > TERI N ZNE X OB
(hall: 3 Ry AR S

111



h) HEAID T v

[ FIE]
a) B R EUBR O % G
b)  li AR R B 0D KRR

c) IR BB o> 3 i
d) R R BB R SR O KGR

o [HEARABICKLELRETH (HE3F 10 5K)
AR RIS L E R BRI N T AETERS N 2T E RS v, JRARITIEDN
BRYIA DA DE 1H, RAOaAaL—23HMETLILERD D,
1) BKRRBROHBHFEE (XM LGE
2) EERMBRIEMEEE (REL XM F L5, BETER LN N T LB~
— T b AlfE,
3) FEMHERIIC X DHEAEOKRE
4)  ZAEWR (ERHERE L AFEEOMICREAN VDL HE)
5) Fmbhan (N LEELBEENLE)
TREE EC A N —T, HFEREZRL THERZERT D,
6) BRIRFBREM O CV (N FF LFED L < IXHEFE)
GCPREF & L HicE R I LTV D,
) Ay T7F—bFKearkvr b (RMNFLGELEENLAE)
8) MBMEECOHEMEBARBICOVWTORFHHEMBEND DER
9) ZMULEFRAKEBEICL2ZMERE (NMFLATEBEINTESGS
10) &G ORBERICEDEIKRBRBINEZ T AN D H
11) BRARRBRIEICEE T 5 X H
12) FBEARREBR 7 = — X 4:CPP & L < 1% FSC £721% GMP (L &FE oM & 72 5
IR BR3E D 35 &
13) BRRBMEDO T XL L EYyY T LDEHE

%

o NEHTF—FDZIT AN
HETES NIRRT =2 13Z T ANARTHY, 7VT A~OEEIZEAT
LT —=BNAtnTHLIN. T IT NOMBEANNIEIE DS 2IKD 20% L F Th i
EXN T LATOEIHEBRABRPALETH DL (HE3I ZOHRETTEM .
FEELOLGSG, 1 VEUL ETFSCRRBITENTBVEKRRRT — ¥ Dbk
FFAEANTORBRITARIRIND (V27 F U<,

112



® GCP

AN RNF L GCP BAFFEL TWD MR, ICH-GCP ~D RSN AEETH 5,
o EfiEREMBEEMN, (BE3IE 115)

i R BR 2 FE 3 2 HERSIX. GCP ZF/- L. BFEBIICHMSL L, 2InE & Wi
HAEBRB 2N EEZHNERLRTNIE RS 7220,

o EhEHMH (WE3 5 13 %)

R RBR O EiE AL, 87 F TORBBEIC 07 E A 2 KRB KEE 12
2, HHITEEARBROKE., SIXZ TN FTxbTEHNEICTHL 2 TIE
AR A AN
@ HESutvx (HBEIR 14~17 %)

i
af

< FE S HFE D R KGR E T >
IR G E IR IR L, #BIE25 16 2BRLUNIC., ROBERIC
EATEIVWAERTHESND,

Ihaxzid, RBRIKEEITEmAR S H L, ElFEEL £ & DREEIC
T2, FFEEFTEA 20 HETIKRESNEZbDZ S AOFEETR L L,
WEZLDOEFBAFNE 2D,

B KRB E OFEEIT, FoOREHOZEND 30 EBHLINICHREE 2
ZESERE, COFEBREIBTHD 15 HEAUNICHKENER CEM S
No, ZORRBERND 16 2B HUNICREE(LT - BRBNIE LD, REKXR
FEAZ KGR 21 <
<HBETAR> (W@E3IET 36 5. 38 5)

B R BB AE SR oI, AR & RS 0 2 BB CITbiL, BR% O E T
MRBFOREZ S LICTHBAAMPHERELFML, REFERNNHOBEEL £ &
5,

CORIMHFEEELZEL TS 30 ¥HAUNIC, REA IR RIS H
BT D, MRRBRIL, REREEXHATREIICAKRINL L EITLIE
Tl w,

R
%

i Bk 52 i = Bl o> 22
AR B AR EAT T RIEE SO REEREM R EAITO GCPREH Z AT 5 (@
e RT T E AR

-

113



® i IR A B KK
KB ENTZ CTC IS MAFHRENILETH D, [HRKABRH . flo
HHCHERHZ2IELT 2] B2 N T LAGBTRETLILERH S (FriFEyE 88 %
_2)0

o kYT
ARETH D,

® [ R AER M oo B AR R R (Gl E 3 23 &)

20076 H 2 B, (REEAIZ. XM F LA TEBESNTEHEARBKR COEFEFL LY
BELAEFRLOTE. IV EOHREICET 25 A K714 (Decree No. 62
/ QD-K2DT) % %7 L7, WMHA K74 Tk, b T L2OMRBRGTHRAET D
SAEIZOWT TFROEICHEEIT-> TV D,

NREFTLAORKRRTCEAELEZTXTO SAEIXZ,. AAF AT AV H—
F B MER 2@ L, REEH. BAEIFIMRE. ADR & & —iCHE
L2 iERe s,

B E 1T EMmEE T SAE 1T, SAEEHOZHEA NS THEEH LN
BRAallHmEI R TniE R s 20w,

fitd> SAE (. SAE [E#HOZMEA MDD 156 BEHUNICHME SR TR
BRI,

SAE OHEATICEAT 2 BMO EFHEERFH E LT, SAEIC K55S
DERBOZEA, 7213 SAE L ERIRFR BRI & O K RBR 2 L%, BN # %
ZHEHBANDL 15 EERLUNIZHRE LR TNIER R0,

® [EIRABREREEIZ DWW T
EHELRRBR~OZMA AT, BMARROBEZT T2 —X3L 72 —X4Th
Do WBEIC KL o THRKEABRREICANAEL D, MARREZBODLETOXY A LT
A UBREW,

114



(8) EIEM e E &K il B

® FI 1R 1k FE R o il B
A2 2= BEHOEERFEREIFELLN LWV S EIZ LG,

(9) B85 o 5 1 il

N R FLATEABEHBICEY  SEAETEELZRE (F -G S¥D L
VRDODOLN TRV AEREICKEDBWMAILATRTH D70 A S 7z B3I,
B EELTICRET DL END D,

NEFATHBLTWDERLD 3450 1 IXEREME. 20 350 2 NEBAR
EO/NFREMLTHRTEIND, EFEEE TCOMEIT., ERAWICALICEVITEORT
Wb,

ET7T VT ENLIE, NPT ANTIRBROBMAOT RANA R 20T IT O E
CE2xy b ETopnaizb i lERBBECEREZRREL.IFLTEELELEAT
DA E O RMRE S5,

o [EHG - EEMOEGCEEOEFLHEMEHENR 2§ & KM ChEFIE 16 5)

Lo R - EEGECETOERFZHMEIL, 2HL SHOBGELRE, JEAM

L, WUARERBTORL LD EOEEFELEZTRITNIT R RV,

2. HIREEZFEOU I F o/ AEMRB OEFEME T, EAMGBTF L B3
RThR b 2BOEFEZ T TORITIERL 20,

O
gd

o [EHG/NFEEFOEKPZEME N T NELME (FHEFEE 18 %)

l. FZ7 v 7 A7 OFEEFEMFIT, HAMAETF L, @O LRERHTHRILD
VQ2EORBFEZ T TV RITNIE RN,

2. DWEHTOEEHEMFE T, EHMETF L, BORERTOLRILS 18 » A
DERBEZ T T RTFE R B R,

3. A a—rOREFT OB O FEREMFE T, KA L WY R
b L IFEERE TAR<LED 1 FOEFLZ2ZT TWVWRITANETRY 4
Ao b L. EREREN D BB, M, 5. I AR 4R 7 # 2 A7
BT 25EA, BAMATFZA L WX o3, 01 F o REElEH To
AEWZ L TWRITIERL R0,

115



® (DP

HA KT A F@E 48 5 (Circular No.48/2011/TT-BYT) °° [Promulgating

principles ofgood distribution practice] IZTHE I LTV 5D,

® (PP

HA KT A 3@ E 46 &5 (Circular No.46/2011/TT-BYT) *! [Good Pharmacy
Practice] ICTHEINTWD,

® /FEfE L AL FEEHK (drug counters) DS HUBFATE L (B4 54 5 36 5%)

[/h5E )]

a) MG B S/ DRI CHRER T 52 LN TE D,

b) M1 BIEMA & /MBI BT IZZE T S 41 (conversion) 2000 A%t 3 % 22 At
DN 1T RBOH AT, H2 LWNAEELCL T ERR % KK 344 F TH
KT LHZLENARBTH D,

) EHELFEOBEHRMEEAEFOM TAHETHI ZERARETH DI, AR
WRWGEEEIRRETIFEHMOBRB N ATRETH 5,

(5235 ]
a) MG HIBIE
b)  REHUE, WEHAT . B, WEICT 7 ' XS E LT o R R R

® BEHKF (mobile drugstores) DO HIIGATEME (B4 54 5 38 5. 39 %%)

UTOHERERIBHHERZEE L TCVWIHAERH D,

a) BIEA—T—

b) EIESLEITE A

c) K7 v 7/Np¥EHE

d) Bk, LEHE . B, BEICT 7B AR EWM TEY & T 5 R

O [ 9% i 7%

BEVERDORAEE T, EFLE 135D 1EHDOKRA > K abceghik IZ7E &S
NrE&Ewo 1 52fAETSHZ &,
BHERCREIN TWDLEERLIZIKRD 6 » AMIZA IR Z 6 X
THEHRLT, HENLRBEMTHRE SN, RENPLREILTWARITN

% https://luatminhkhue. vn/en/circular/circular-no-48-2011-tt-byt-dated-december—-21--2011-of-th
e-ministry-of-health-promulgating-principles-of-good-distribution-practice. aspx

° http://hethongphapluatvietnam. com/circular-no-46-2011-tt-byt-of-december-21-2011-promulgatin
g-principles—-standards—-good-pharmacy-practice. html

116



a)
b)
c)

T b Ruy,
HEBEITHITIT, TAE. BEEE. REMBEHL LEFERSLET
b5,
BHERIIRER» O BHOAREZG L AICOLEEL ., REH I
FoTHRITSINEYV A NOEMZRTET D LENWARETH D,
BE#ERICE > TRESNDEEMIT, LT OEEZ - S 2T IE
AR AN

OTCH DU A NI b b

W H O R E SR T BE

oo ANx LBBORNEZRLETZEZAMLELTND Z L

BENEE R OBk Fhi & (B 54 5 40 %)

1. BEERPEEINLLI2EORERICERLZRZET S,

2. WHEEFLzXHE L&, L ICHRBFTLR/RET 5, BEFICEIZHEAEZH
el i SN ZEANDL 5 BAUWIZ, REAE X web A4 MITABH LM
DRERIZEMT D,

EHREONFEROERLTEO LN CGREFEE 74 %)
LT EIE S OMRE., Al . AL FETIETH DA, Kk
LARJLICB W T GTZER L TOBAN KB TH D,

[ 3K 5 > A AL
M ELE L ES 54 St ERLOANLICHEETIZHLID 5, FFICEHS 54

BT, EMERE, EM Y A A —T ALFIZOWTHESI N TV D,

(B4 54 5 8 %)

<IEHL >
PRIRGE A O I AR (BERAL) X THMEIhD Z &
EFEEFEIC L REINDEIIAL (HN/EE) 2R THESNLD Z
&
RPEIZ BT DR EBIFICEAINLIEIT, ALZzRTHMASIND Z &
FREENOEFIZ TR EINDEREBITIALEZRTHAINDLZ L G,
2018/1/1 7 & fifT)

< AL 5 it 1 BE >
WBE (FFORIEBE, £ 72138 kO KIFEL)
BHMALERERS  @F AR, thilE s ¥ —

117



EFALEREZRE S (RitE) /EFALE Y 7 —
EERRRANLE 2 — (BT H)

< AT ERA>

1.

=V R N

At I F 1E Rk

At 1 KGR

AL i
AALRE R A2 RS

PFIcFNEFno ot A0EMAy &+ 5,

1.

At I F 1E Rk

EHMEZ THT 5, (Fl:6, 9, 12 » H)

I RNAE AP ELRES (Vax) vr), BEEMKS, HE, TIE

i 4%
RHEA FEAIC TR AR, ERARERER SN (B)F -
7))
FRBETIE., ERIREEZAS O T AN LE
ANy r—v TR 3RS IND,
> . XITEEDRPFETH DA
> V=3 U v EEN
> B
TR P2
KRH RBERE, FIM I ARZESZEERE
KRBT HANIC, EEFMERELS LI OMBERE
D,
RHEFICIT, ARLFR, BHEBYB 2P RSN D -
ARG EENAKBINDETCANLETERT 52 LT TE RV,
N =Sy
LB EAER., RRT D5, AMLAT,
BLHMEELRAMAT S,
B AL,
JEALE (AT 5 RS @ 100 AL &)
Hl w B4l R A R =80 TH K
A% S 2 = B (R AR A A% 38) /B (RRAE 2 3E) X100
WE R =K (K=0.2~0.3) XHifrms+6 (6=0.7~0.8) XAifi#& %

118

B i %

ODEROe T I H



WL - RAERBDPRmTH D Z &
A KL A& = Gt 1 il 4%
EELDBELLERB I, DOFERRBFCEASNLERERLZEHN S L
% & ME
> A R
> AFLAT RS = G AT RS
> A% DAV @ web IZAB & D WS /T Al A%
4. ANFLHRE R AR AF L BA i A
BEE (FEETOMRIAA) T ALK RN EZ H T,
I FLE ~FEREZ BT D,

AFLFE R 2 AT 2,
A K R A E AR S — X TR &) J0 R 3 A AL B AR R E IS 8
E 5

R FEIREESOMEHESICIY . B ERET S, BT TR

W LT ED 2092 BMEARGBETH 5,

o [EIMIDILEHFIZHOWNT

EEMOKREIL, LIRS TWVWD, WHFEICELTIX, BEERET S Z
EMHRT, WELETYRPOFTE2HLLIBZREI T IR BEREER
ICEBEZIT> T D, 0TC IZHOWTIE, MESHHEH COREEIRDLNTE DL D
DT VLVERTIVATHLELRTELIEEMIKEEICLIVEDLRLTWD,

® il o [ RE R

EHES DR LITFTO—iT, BREERERECFE L LTS TED, A
LAl IZE < R A BEIMICH D, XM T LAOEESOMKILELEO 8% (2010 4
BOFRAE) &0 N MFABST (VoA XEELOME EFIC W TEANTE
EINT-EEMIV GEAEERELOTRMEBEO EARELWEEHRL WD,

® J5E D
NI R SRR LV @< o TWA D, ARBOEREL T 7 & 2 R E
SERMECTh D,
IR ORI ITEAMALECH D, 2P LABELO X 50, FHEO 4 @i
FHEPERCEIHBEL TV ARVEALH L, ERTEHETHITIE 200 FEN
P A UKAME LTEBT S HEE 1~2 ETEELRERKE -
AT L CEMBET S HETHD, BIEOEE TIT., BEEITEAMZ 2, &£

119



BRIZHRFGE L CTW A F IR BEGEIRT - flAB FThbrZ R, 200, Zatk
WCRIERH B 1,

(1 0) HHEH E

® ik PR R B o> AH R )
NPT AORBRBEBRARGE & L TiE, ARG E I wn, 220 M
HEDOEMEZREEORFHEHINBIVCHABERICEL LB ARTH D,

(1 1) ShEHBLH Y R 5 7E K& OFE A 5 R~ o KL

LIRS

ET7 VI kD NN T AENTIEBESEEITHZ 2 WE OB WIENFE
BRICiEE L TRy, BEETOEA TS D2 ERZWVWR, FE, 74 2B L 0X
AOEBEMENLRKDLI2BEBMALICEL THAGRSCEREIRNETCHL L EOFE RN
T b,

BEOWMBEBEZWMDMHELZD DA BPEFZ2EETLIIENHY  BEOHEE &
LT, ~7 VT ICET 20 LmITHORBERBOEDENZVEDERD
FFohi Y,

(12) EXRNLDOHEL

HREXORBE L LTTRIARET LD ',

L. i@ AR 52 3 o 4t B B
2007 O W0 MNEIZ KV | 2009 F 0 E RIS EIEL O AMEIRD
AV, WRAEMEITER D BT,
GBS ONE~DOB ML, WTo B R D TR EE] T, &
BEE 2B bR STy, 2oz AN, AENIRESE2HT
L, REFEXEZRERTL2ZLIEITER,

2. B3E R T8 ¥ O S & B
NERENTEEZIT) 2 LT TE RNV D, 4E 1005 THENTE 50T HE
St H LR WELZEMIT, WEERELR > X M AEEICKE LR
gnidesz2wy, ZEHAAGEHRTIOWWENWT, WENORITEE TENIT DM
BECHECENIHET I L LEREARETH S,

3. BiAE®E

120



BB THBEANLEFESARTLE> Z LY, BANLLR T ~DHEH%
2o bo¥ELLZ,

Fo., BAOBERENLIIFROLI RELEZLH TV DB,

1. NDA (New Drug aplication) 3§74 % WM
FEMEDBDELS D OEWEY L LT AV BIFE LR WD IRGERH %2 &is
W, FEFEAEEFOELOENREL, EMFEES TR LIZ D,

2. PIC/S £m4
2020 I PIC/S MM Z B L TV AN, BIFEIIRMUETH 5,
AR A PIC/S N E A~ B EEORRIC, PIC/S I E TR GMP
EMEZOHERLEROREZRD BN D,

3. DMF fil] B 23 72
JRIEEE 2 AN ERICRFE L TV A 56 AN LRt s 6 03 B 42 DMF & 24 9 I
RHTEHERHEEN T WAV, (FEEITEHN L LT

4. EFEG O EEA
2030 FF X CICEHWEIRES O 80%, FHIED 2094 EHEAT H2HENH D | (N
FFLAERNTO) EHEAOHE L WEMARFEOBMANE L RIBEND D,

5. & #F D GMP
GMP RETEERMLORHEELILENDHDHZ L, HATE X GMP KL HETHER
EEDMENLZWVWA XN T ATIILETHY  BALLOEHEZEITIRN - T
Wb, THLbZHL EUTEHEALEZENPDVDOVATATHDIICHLEDLT, X b
FAITEBPZLY TH D,

(1 3) BUFT O LItk & o Bkl

NP FLAOERITEFICEDLIRT S BEAEZTOHMMAE NN Z Vv, E AR
CAEEEH, BElESnbsZEb b D, FRBANBETHY | R U TD HEK
OHEBETEMANRLRL r— 22 BEICEMICHRRREOMR L 5 CEEA L&

CHNhb LT BRIV ThoTe L BMIND Z &b D, o, EENRV K
BINTW2b00, HERLEOBEBFGRBHNLEWVWIFHRLH D,

BrEEEICET 2 MBI AERIT SN TWSET TH Y B, (H)
HEEDLFRFE~OBITHIM TH 720, IHEFRELHFERFENREL TV D,

B eT VU IERICESE R

121



® 2020 FE ToEFE A PEEBFEIRME (JRIE 68 5. Decision68/QD-TTg)
< BH % 5 # >
ERMEXEORBABEL, BE - B EMKBEOY =3V v 7 EEE O & ER %%
BEICHEAN, BRI AL D EERICEYFE L2 T, FEMb, FRb
EHEIC, FEEBEFTEIEERMEEL BB, ERN, EMH, EELS
NhEEG®E -G AT 220%T 5,
<2020 £ F T HFE>
W AFERREED 20%% AFET S, FHIEKRLIEEBREDO 80% % ENAEE
& L, TOHFTI309%2AEIEE T 5,
P S S R 58 B % 0D 100%., B A i 5% O 50% Til IE ML # (GPs) 227 U T4 5,
ER 1 I ANdiz0 AN 2.5 N, Z D7 CHRRKANZ 30%L &7 5,
<2030 £ F TOHE>
2030 R E T, HEEKLOENENTFTELMA-E L Z &,
HHEETEIEL LTV 7 F oK BRFETFHHO AN ARIE EA
EIEGICKT DR OAENTE D Z L,
EHAICETO2ELE. il BIKEY. EELOFHRZR L, HIRAN O M
CRI%EDLR_VIZET DL L,

% https://vanbanphapluat.co/decision-68-qd-ttg-2017-program-on-development-of-supporting—indus
tries—during-2016-2025

122



5. 7AAANRRFEILE

(1) B

FTAANRRELME (LLF, 74 2) W THREBEERBERZFTELTNDLO
WX, RE#E4 (Ministry of Health : MoH) TH 5, E#HKE (Drug) 2L Tix., #
& S E ISR (Department of Food and Drugs of the Ministry of Health)
THE - FEEZHEYL TN D,

EIEMICHET 2 ERERITROBEBY THDH, 202 b, EEREMRGIE Law
on Drugs and Medical Products No.07/NAJ (=3 fEHMHE, LLF No. 07/NA)
Th o, BiZlElX, 2000 /£ 4 4 8 BIZF M S 7z TLaw on Drugs and Medical
Products No. 01/NAJ OIE#ETH Y, 20114 12 H 21 HIZEHE A TV D,

# 35 TARICBITDLERERLEEE B

Em4 & PR B 22
Law on Drug and Medical No. 07/NA 48 i s KOV R B v 1 B
Product No.07/NA* 3 % Ml ) B2
Drug Registration No. 1441/MOH =35 OB EREFIZE T 58
No. 1441/MOH"* il fil] B
Regulation on pharmaceutical No. 937 /MOH = 3K 5 X OVEE R L oo B
manufacturer No.937/MOH*® EFEICES D EM
Good Manufacturing Practice No. 1021/MOH =I5 GMP & QC TR 3 5 #
and Quality Control of Drugs i) il g
No. 1021/MOH ©°
Pharmacy Regulation No. 2922/MOH G/ EHEOBELEICET S
No. 2922/MOH °! B i) il B
Pharmaceutical Import-Export No. 1820/MOH (E- DY RPN AR N
Company Regulation B 9 2 Bl )
No. 1820/MOH &2

" http://www. fdd. gov. la/download/contents_documents/2017-09-13_021438pm_Law%200n%20Medical%20P
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rer%20establishment. pdf

50 http://www. fdd. gov. la/download/contents_documents/1469516444Good_Manufacturing_Practic_GMP.p
df

61 http://www. fdd. gov. la/download/contents_documents/1474610204Phamacy%20Revised%20final%202017
. pdf

52 http://www. fdd. gov. la/download/contents_documents/2017-08-31_094953am_Regulation%200on%20phar
maceutical%20and%20medical%20product%20establishment%2023062017%20%20Final. pdf
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Em4 & PR B 22
Order of MoH on monitoring No. 1146/MOH REGEKRLOE =2 7
and law enforcement for EEHATIZE 9 2 Mol fiv &1
unregistered medicine BE 9 2 Bl )
No. 1146/MOH®?
Regulation on destroying of No. 1862/MOH [ 3K 5L S0 [E R s o Rl BE A 1
drug and medical products 5 BB I B R ) E
No. 1862/MOH®*
Current Banned Drug List No. 1171/MOH FEISEEEA Y 2 MCET
No. 1171/MOH®® % Bl il B
Dornation drug and Medical No. 2579/MOH = 35 5 = B o AT IS B T
Product No.2579/MOH °° % BLE B9 2 B
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B EELHEEMETH D,

3&MEDER

I BIRERS &1, BN RARXRK O HERICHE > TR, a3k OE#] s
v, AR e POMEHICHE L FETHEI N TWDSER L2 EZER
EEWRT D,

2. InMEF M & X, EAMY ., SR, B, WK/ EE 2085 RFEA
Y, AR OB Oy BN, R OERES N EERZ D
ZOREROAEEIL., FEREHICTEH IR TRV, REE 0K
EH/HTVDHLOEERT D,

T, TAACBNTH, No. 07T/NABHRICBWT TMAK | ZLLFO LI ICERS

% http://www. fdd. gov. 1a/download/contentsrdocgments/1470440859E')‘).?:(j%201146%203‘)Q3%20T)J(')TTUT)‘7
DA OOIVLNOONI%20CDE%200990900ETNIVEA) LIV 30NTVIV. pdf

54 http://www. fdd. gov. la/download/contents_documents/1470661606Destroy_Drug_and_medical_Product
. pdf

55 http://www. fdd. gov. la/download/contents_documents/1437041597The%204%20Baned%20drug%201ist%20
current. pdf

5 http://www. fdd. gov. la/download/contents_documents/2017-07-21_101043am_Regulation%200n%20Drug
%20Donation%20English%20version. pdf

124



nNTWn5bH,
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Regulation), #IZEIZ DWW TIXRE 17 &, /NFEIZDWTIERE 18 &£ K& IPharmacy
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W

No. 07/NA 17 5% [ 3 i Jo OVEE I B ity 0 1 58
A8 i K OV R B b 0 Y 7 1, PR R A e YRR L RS T8 TS o lRoE
REJE, MHARERCZOXZE, ERHZEEE R EORB TSN FER
MICE>TOHRITONLILD LT D,

No.07/NA 18 & [EH i o OV E R B 5 o /N 58
INFENE T OEIEL L OERER G ORI, B/ hZEFITE>To
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F 36 TAAICBITAERMLOBERGHFICLE L ER &

I 5E O Fl KH T — 2 EREIH
E WG (ERELREHGER | 158 (LP1) 121> TEEMFEBHER FFFE %
il EHLZ2TAER L0,

E AN SE (F 3N E ) =R AL RR O BE KGR R . BEH X, 3~64 HUW
W2, F2E5 KX (LP2) OEEEBGEHFELIEHL

IRTIEIR B IR,

oup

g AR G (R0 A | B8 1 AR N (TP1) 120 » T I Z8 i OB A R &6 35 &

H 35 HLZ2THE 25220,
FE PN B B ([ 3K 5 X Gk EHE AR E O G KGE%, BESEIX, 3~64 HUW
] 2. BoEREX (IP2) O EHKELBEEGPRHEELELD L

A W AN S AR

BBGIEOFEHEMIZTEL AN 3ETHY, WEFAHEIXLZBE O 90 A LL
ERIICE B EAZRESORNERKLF (FDD) [ZHH LR 0 X SR e&En D M
L& 5,

® AT — b oA W
/NGRS R N SN e - oW WA /ARl i

o HHEHM
FTAEEMHE L CIE, No. 1441/MOH 16 RICHEESNTHB Y, T4 X H LEN
H 5D,

HEEEHA OB EROLOO, REDO T B 7 =y v a FT ¥ —ERE
(FLH M L)
WREH% OER O =D O G EE A E 72 X F 8B (R E L)
P K i B Bk T B0k
# 3T T A AT BT D ISR G F OB
Gal| R ik Bk
AR = =] Py B 30 US kv
i A 100 US Kv
o 78 T2 B i = A 15 US Kb
i A 50 US Kb

B 2 US Fov (1US Fv=105H 20184 3 H 22 HHEFA)
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2[EHOHEE (HEEELP2, IP2) IT1E., EWREFEE O 50%. 5 F&
B 100% % 346 9

P 3 B B FECBE O 50% 13 B RAEI FEOZHEHIFIC KL bR ITNIT R B 2R
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PR3 B B GRS R R S e WA | RIS ITR BT R SR R ek &
[E] Y T & 720,
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NBTHE R BITE LR Do T,
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HAAKRM 2 B ER O#HEIC >0 TiE, Good Manufacturing practice and
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BHEINTEY, BfFNERBYETX, HEELPOFEOLNLEEL ORI E
TAZEMER O SR, RIS LEIERFEZITV, RZHELD LA RDODLN
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(5) #iE KR OMEEHE (GMP, QMS)

I o %I L CTlix Regulation on pharmaceutical manufacturer
No. 937/MOH] (LA F No. 937,/MOH) ¥ X Y GMP & 1T B\ T [E B Ik UE 2 i 7= - £ 36
i E ORFEIC O W THES R TW S,

o [EiKNL - MG E TS O
=g - R RLE T
DRI TW5D

=

&
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R
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BEAM & BHAEPTRER F

A X AX6 DFEE (1LEUNDEH D)

T35 o N7 Hi ¥

THKH

10. F & F 72 135 &R E

L1, A0 30 % JEE GiE B 2

12. HEEEWHZFE GLEAOLE)

13. SAEADSGE. 74 ZDOBANCA| > 7ZiEHEL L OHFAENRLETH
%

PR SR s o OV PR R L R 5 T4 Rk R ATk et R B

1. HEHHHEF

fl B 72 W &

T 9 M F1) 35

5 1A H OGBS &R X ORE O G

AT AF O B Gk Al (S %)

© o0 =N O

Gl W N

No. 937/MOH 6 & [E3 G « EH W R ER O F A GIE

1.

RETHERTAAGEEHEORE  EREL - BERELUELITS HIZ L
ik M H D EM, LEMMAE@E LT, R - w0 - R XL I
ezt o, RAIIMAD L, &2 IR 2 TREE &5 E KGR ICET
FGEREOFEEDIZOEMNT 25 (FHOKA - FAIT 45 ALUNET D),
FFAGEDO A MIRIL 3EL Lo WIRKE T O 3 » ARNICHEFEHRFEZ LR T
X725 70,

e R - PR R B SE R R - PR R R L R S FR AT REFEAT R . A
P, LEHMPAFERETFIRHOLDOEES D,

RS - ERR G REED - RREE TP L

EEMS - ERERLMUEEIROGAICB T R EEIIHIEET 5,
BN EZROENEC LIS A

SEILL Lo SNy, Sially 2 RBEonitas
ESEOBRELTED D -T2 HE
WERESZTEEBIOEEENORFINLSGS ., 3BT 0Nk %

ZFHE

133



No. 937/MOH 7 % T4k #H 0 HAL

THREF T, BEEL - EREREGUEEOREICHENT, EHRICHT2EED
HE2AY>, THEREZ X, HYERTHOERZIT O, 2EMICHHIL, &
BExMORTNIETRL RN,

o [EIG - EHRELEERE O FHE
B K - ER AL RS R E O & I2 oW TIE, No. 937/MOH @ 8 5c~10 %
WCHER RS TWD,

No.937/MOH 8 5= [EFE L - BE K B 53X AE O FF ol B 3F

BIEEREH T, WONKEO PDL 7 4 — L E{REA IR L, B - ERERY
R ERF AT O B EE 21T 9,

. 0Bt A X0 (218y )

2. EHELMELBEIEH 28y M)

3. LT HK

No.937/MOH 9 && [EHE & - [ 5 B 5 oD % gk
A - EREARETF AT EZ %, ROANEFED PD2 7+ — L2 f{HT D,
L. ofrEEfnid s nzEELSESE, 2 AER (2k8y M)
Yo NVEBERORMEGEREREOCT L (2 Y 1)
ERHFE G B E 73R (KRBT —% 1y )
BERMICET 288 (1Y 1)
EIRGERAMRICETIHERT —
EELAHOITNLVBIOEHR (1Y M)
7. WmERE-EFHEHAOEELOY IV

Ii

S o1 s W N

No. 937/MOH 10 & [ G - EEM N O ME - ke
ETOEELEBE L OERM L TG - k5E 217 5 ai. RESM o B AN H] D X%
FeaIE L <ATW, GEREALFT 2 L2 i 6720,

3 - S BLE o B AR EE I D W TUE L No. 937/MOH @ 11 £ ~15 12 #

134



No. 937/MOH 11 & #I¥ENEHFHH O RFE

%%J

SEUEFEITEFRENBRFTHY AR - EYE - RFWICHRE L T

W2 b, BETOREBIIE2HEIBERRE CORBEZK 2% 7, BEZKHE L2 &N
TH L,
No.937/MOH 12 4 (B O mMi%k - BEH 1 <L

WERFE T, WEXEB Lo@EU M- OxAL L&, EEBOR
EEHICHEAZEWCHEFTZMBERNICZHELRTIE RS20,

No. 937/MOH 13 %= Tt ¥ 8 0 k&
UE V7T CIRFETAMEB T, WELFTOMEEH E@EY 2B, FE, O
ERmEBEOIYAT, MEOFRLRE, Vi#EREZEHT 5,

No.937/MOH 14 4 {54 - IRFEIBHIED -0, RO FEEZFEHRT 5.,

1.
2.

REIT R E DR TIT 9
Ay, #EOmEBEICE UG s - &z BIiHT 5

No.937/MOH 15 5§ RE LR EIKL O &

ETOEELB L OERR GO ME -

Pz RAET D720 REE D ED -

N
v

EHE L OEEHE (GMP) Z5F5H Z &,

X E O iE
ENEHEOHEEIZOWTIH., IFEOWE S S O, No. 937/MOH @ 16 5~ 18 FKiC

HMENRINLTWD,

No.937/MOH 16 & Ih97 & @ LB
ARBEBITTA ET, BMERD O oA, AT ITHEBIT., (REEE
NEDTEE L ZFOMOLBEEIT I,

No.937/MOH 17 & ZE-H1IH
EIESIT (FFRIRE M) Th oo, EEMME TIHITROEE L FE A2 E5F LR
SR AR AR

R B RAEORE, TRELIIRGZELETD

REEE Ky fabEEy, RS, RERE G, S L O RS 23R
SR S I G ARASAY R KNI SN LE

RiEOHF MRS THEBRT L &2 51kd 5

135



B BN ERL B DEFA - B2 LIl A, AN ERSEZT
Yy b EHIET S

No.937/MOH 18 & ENK &K T HHE
THREHETHHIMEMANELIFTEANC, ARBICHT I EKITAND ~T2HA -
1EA : ZEBELSY, BEOEMLTEME 1 FHEY0S &0y, BRMERERT

HEBEZEKRT S,
2WE [ EELEI, BEOEMHTHME 2 HGHEY0E &0, HYEORE
WD WEEIX, 6 »r HOFEXEEIEE L, BWMEELF CTHEZE

D' I

3IRIH : ER MBI, BAEORE S TGRS 4 f5H S ORI &0y, KA e 2k

feil & L, #iFT 5,

o [EHMGHETHDOAMIZONT
ERBHETIHEOAMICONTIEELIC, MIPASFEMED 45, 5 FICHE
ENTW2S, ERLUETHOT X CORERIT, FHYICHELE EELHOR
WER) OERMBICHETOIMEELZZHLRTE s T, HEIX, RIKE R
EHMICHE LT by, £, HYFICHO VTR, WEHLE, LEE
HEYEIT R - A THo TE b3 WERMESR, MEEFHEEMLE . BEE.
ZOMBAMEICOWVWTIE, TROLIITHESN TV D,

1.

FEHFE#H (Production Manager)

HELHEER FOEHE, Mk, O, BRBRA2 AT 2 EAM T, EEML
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1. 8 A 52
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(9) &% o Bz 5 Bl

e B ZE R Seh  IR R L R 58 0 Al B B R T SRR 13 No. 2922/MOH @ 3 &b 4
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HAFICEBWTEH 3 REERLRETEDOT TN LELRY
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I £ [E O = 9 1 an 51 ) A 22

1. ASEAN EEREZ: 84 (AMDD)

(1) #E=

ASEAN [ i 25§54 (ASEAN Medical Device Directive : AMDD) 7%, ASEAN 3 [%
NCTERERLBERFTI2BODELMLCHFFREOMFLLET LI LEZEN
ELTHED, 20144 11 AT ASEANGEE O B4 BT TUKE, &E ToHE AN
HOENTED, F—HFHE (Common Submission Dossier Template : CSDT) 2 TX
BEEOHE LB BN TE T,

AMDD 12 24 D& E 8 HODEFICTHK I TWVWD, E&K. AL B, C, DITHHE
ENTZASDOERKBRO 7 7 A, YR XITERE LR O LB X 2 A T
lioFER, o, FHELHWME L BE SN ZHOANPTHI LTV D,

~

(2) ERRKLOTH

® [ERHEL DIE R

AMDD D5 2 SRICHE W T, EMERIT T#% (instrument), 3 & (apparatus).
#r 2 (implement). F&HK (machine). & (appliance), A > 7 T > b, K4
EBLIO®FYx V7 —F— Y7 =7, HE (material), o FEES L < I
BET 2 adEd.) LERESNTWVD,

(i) WERAEDLUTOBREORNDO 1 >SERITEKOBWTHERT S Z
EEERLTWD,
(a) B OZW., T, =&V 7 16K E LR
(b) B2 Mr, B, RH. B E 2 A
(¢) MEHIFHEITAEFOBBEORAE, B, £F, E7213KE
(d) ANfmoHR—br, FoidMEF
(e) =R %
(f) EFRHEIR DN
(¢) NEHEDEADERABREICL > TEFNELEZZHBENOZD O
1% # o #2 it

57 http://asean.org/storage/2016/06/22. -September-2015-ASEAN-Medical-Device-Directive. pdf
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(il )2 RELR EIIRBFERICE > THE) OEMZER L 2028,
BEZMI T 5 LN METH D b D,

B2&D (c) TlE, ERERIIBITI2HEFER (adverse event) 1. [E R
PRORMEFE I II MR OBREIE, Ik, £721% Use error®lc L, EEREHE~D
HBELEFEREIT., bLLEFFEEZTAEEO I DD bOEERET EERSN
TwWd,

F2IVD BEESRICOVWTIEE 2 %0 (§) ZBWT, BMT, Ei3moR
B, WERG, xv VT L—F— arvie—APHELEAEDIRLTHEMASL
TWLD2CEL T, I, RERLE, Fx VT Lr—F— aritr—LPYHE, *
v bo ANMEBEROMHE E 72 3O FHE 2 S, BAEORAED 2D IR THEH
THZEEBEXLZRG, &R, EHE, REELEI AT LALERSINA TS,

o [EREIRO N

EREHREOSBICEAL T, HA4FICRRBENTWD, EEERIT) X7 58
BAI (R 2, MHEESICHEMAEHINTND) IKESVWTZTAANLD
D47 TAZFEINDLIODET D, B, AAIZBVWTIE, 47 7 AKVNE Y
TFAZHE T HEAHE TRO X HIZEHEL TWVWD,

AMDDE#E 35748
#4528 (VD) 4128 (Non-1IVD)
Risk Level 151 Risk Level 1l
. TR — impl d dressings, steth
p52a | BABSULBRIHT | _gug mess. xon EYRY for Gagnosis, magnelie fesonance
C 19 equipment

AT BEEEP

= o N TiEREST VL REERAHBHR. 2 muscle stimulators, electrocardiographs,
73528 EE%@‘%%%?%*IA BT | ereiEURY suction equipment, washer disinfectors,
< =
BAILHT 5ERMES. Haemodialysers, urethral stent, surgical
HSRC | BLU A E-Z oz | MEESEE.HVO LA EEHE PHFYRY adhesive, maxilla-facial implants, lung
W SfEEthiEE ventilators, infusion pumps,
" - neuro-endoscopes, neurological catheter,
222D E#;é%ﬁﬁl_ﬁ? HIV.HCV., HBViZ & B =y kL) prosthetic heart valves, Porcine heart
[

valves,

X 20 AMDD |Z BT 2 [ #25 0 4y 31 %0

68 William A. Hyman in “The Issue Is ‘Use,’ Not ‘User,’ Error,” MD&DI, 17(5), May 1995
59 http://www.meti.go. jp/policy/mono_info_service/healthcare/iryou/downloadfiles/pdf/27fy_detai
lreport_Thai. pdf
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# 38 AMDD @ H &

H H N
LIRS & I
RES E 7% 8 K OV H i
ERES LR D AR
B4 2% 5 5 1 4 D 53 JH
95 %% P59 1 8 D 3 £ IE B Al
CGES TGI8 D8k &0 E
S ASEAN MM E O HiB I EREERZEAT 2200 ANHEEDO T A &
A
%8 %% B A 3¢ E
IS T =ZNNAE L E— ROBR
510 & TRy T
CRYES =R Bk A D W EE
12 5% MR DR 2T A
13 4 Bl IR 5 R
14 % 1% BA i Bl
915 % % 7 Bl E
916 2% % 2 IR
917 %% Bl
018 5% FAT
%019 2% SRR
%20 & ¥ F O Fn iR
%21 %% TR ¥
9% 22 %% 5 1] 7 B)
95 23 2% &
%24 %% ]
R Rt R D etE LRI T D AT A
(ANNEX) 1
e 2 IVD [E B A LAt O ER 2R 0 U X 27 53 L HI
REER IVD EJRFE R D U X 7 /3 88
)8 E 4 ASEAN &3 £ ) F 48
R FIRBE R S 2T & DB
)& & 6 B AHEELIREFOEAEE S
TE#E 7 FRY T OHE
)8 # 8 Bl R BB oD T
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(3) BEREE DR

o [ERMBOZEMEMRICE T 2EAESE (MEE 1)

fERELICEDONEEATEFZH S RTERLAAV, FMEBELONEIC
DONTIEHIZITEHEETIN, FTREERRIRL TS,
— i 1) 72 A
B A & g o B AR
S AL PR B X OVEY I R
Y & AR s Y
s F5 JOOVER B R E
2 W E T B E B RE A R T I R B AR
il S AR
Bl SNz, £ IXERZ M A - EREERS O ZE
T B B F TR L ek 3 2 PR
R INTEBRELIIVWEICL > TEFIZLLELINLBEHRENS O
(633
FESA 7Y i Bh T R R B AR
S HOBREFZEFIACEHROLZLDOEEREERICBTIEAFIZLEL I
 fERRIE D & O 1R
< BEETAE D DR SN E®
<> WK R

R T S S

<>

PR BE 2R O B ok & A VEREM (5 5. 65, T 5)

ASEAN MMBBEIC K > THEAMEOFMM AR I N5 2 &N ER I L, Yz niEE~
DEFRNRINEIELTWDLEEREBHFICOWVTIE, YZMBEOBH YR E 72X
YN E OB H YIS E S NI X o THEAMZ M S LR T TR
SRAAN

FRBEICEAL THEA MM E Rk CTH Y . i 42 ASEAN IR E o B
VI B SNR2 T IER 520, £MEEILERESO R ELE IS, & HH
BRNOERESRORTEOFNZEL L. BRLARTNITZRE 20,

His &R v 7L — b

1 3@
8 RICB W T ASEAN IR ENI LA FTo @i CELARIR L, U TE2EET 5 7=
ODOEU R EEBLIBTIL2b0ETHIENRDLENLT VD,
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M ASEAN H @ H &=E¥ — X (Common Submission Dossier Template : CSDT) (fF
& 4)

OMIRBEH T 2T L DOEM (Post Marketing Alerts System : PMAS) ()&
& 5)

ORLTTEZHEE-ITIHELZ D@ S E S (Declaration of Conformity : DOC) (fF
J& & 6)

(DASEAN 4L 3@ #2 H 28 — X (Common Submission Dossier Template : CSDT) (ff

& & 4)

CSDT XTI R TCOEFRMBICEHT 2 ENAETH D, IVD EREGR DS
BIE.CISDDO 7+ —~v NEHHT 220, ASEANMBEEMA OO 7 4 —~ v
NEfMHT 22 ENARETH D, CSTD DERFIEIT FFETH D, AMDD TO A
HL&E S &R T,

# 39 AMDD I2 ¥ 1) % CSTD @ %Rk %18

Gk AL Gl
Y B, WS oOREL, 7NV ERR S
ERLHN D 2 b
S| AR/ A RIS BT DAL
L2 | ERE S OB Ea b a Ok L O, A
. R EH, B TE el B

. TPRIRE, BAERREIERN. R
WL, ME, oM oEEtk, £ o
it o 7 ik 19 15

S3 | ARGEHRGE K UM AE 3L B oD A 2 FEERIRRER (Y7 by =T HEE - & %
nNoERYEZGt) - BIRMEER (2

EICHEE D)

4 |5y BB VAT R oY v S il
751k

5| U R U A7 538 DR

L6 | B ) s TR
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OHIRBEMHR S 2T LDOFE M (Post Marketing Alerts System : PMAS) ()&
£ 5)

AR (4) 2Rk

ORLTTEZHEE-ITIHELZ D@ S E S (Declaration of Conformity : DOC) (fF
J& & 6)
BHOES OMRERIITEL T D,
DGR L 72858 ERBEIRIL.
TR EMHRICET 2 EATEFLZMTFENTND
7T ANV THEINTWND
DOC 233 Ml S 5 E RS 2 k0 2 oIz + 0 22 1
EREROFMHICHDLHA X Ao THEENTZY A7 D7 T A
DOC 25 %) 72 A
HATAEE L RER OLE & ERT
i B B UE
RS BLAE (B RS 1)
HEOTHEEICRD-T DOC AT THHEREHEZONTEHMLEOK
4. . B4

o

—_—
I=R

ERES OB A E EITREEEF T, DOCOIEKR L ELZIT O, BAA
DA AVDOaE—FTREBREO —B L L THHBI L RICRET2LELND D,
DOC DFEAFTERIZIEC THHEI G RAFM T2 2 LN ARETH D, ASEAN SN
E X, DOC D IEMPEEZ(RFET 272010, BIMORE (SELEILARE) 2
TILEBARETH D,
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3. TEMPLATE FOR DECLARATION OF CONFORMITY

[To be printed on Company Letterhead of Product Owner or Physical
Manufacturer|

We hereby declare that the below mentioned medical devices have
been classified according to the classification rules and conform to
the Essential Principles for Safety and Performance as laid out in the
[state the applicable statute of the Member State|.

Name and Address of Product Owner:
<Person responsible for manufacturing the medical device>

Name and Address of Physical Manufacturer:
<Person responsible for manufacturing the medical device>

Authorised Representative (if required by a particular Member
State):

<Local authorised representative responsible for placing the medical
device on the market of the ASEAN Member State>

Medical Device(s):

<e.g. medical device name and model number>
Risk Classification: e.g. Class B, rule
<Class of Medical device according to the classification rule, and the

rule used to determine the classification>

Quality Management System Certificate:
< Certification Body and Certificate Number, issue date, expiry date>

Standards Applied:
<International standards; OR Regional Standard; OR See Attached
Schedule for multiple standards>

This declaration of conformity is valid from
<Day Month Year>

Authorised Signatory:

Name, Position Date

21 AMDD (28 1F 5 DoC DT 7 L — |k
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B4 B #R 1 22
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DN T HL I
Law on the amendment of law QIS S e 2007 2K IE & 7z K FE
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BIER & ICBET 2010 FT
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TECHNICAL GUIDELINE FOR THE
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BN 1
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ANNEX 2
TECHNICAL DOCUMENTS

(Common Submission Dossier Template) (CSDT)

A- Executrve Sunumary
1-Overview
2-Commercial marketing history
3-Intended uses and mdications
4-Regulatory approval or marketing clearance obtained
5-Status of pending regulatory approval
6-Important safety or performance information

B-Relevant Essential Principles and Method Used to Demonstrate Conformuty
Essential Principles and Evidence of Conformity
- Essential Principles of safety and Performance comprises of :
- General requirements of safety and performance that apply to all medical device
- Design and manufacturing requirements of safety and performance, some of which are relevant
to
each medical device
- Manufacturer determines the applicable essential principles and demonstrates confornuty to
each
applicable essential principle
- Conformity to essential principles 1s documented in a checklist format

C- Device Description
- Device description & features, -Intended use, -Indications of use
- Instructions of use, -Contraindications, — Warnings, - Precautions
- Potential adverse effects, - Alternative therapy, -Materials
- Other relevant specifications, -Other descriptive information

D-Summary of Design Verification and Validation Documents

- Pre-Clinical Studies
- Clinical Evidence
(Level of detail required will depend on class of device (Class B, Cor D)

E- Device Labeling

F- Risk Analysis
- Recommended: Conduct risk management activities according to ISO 14971:2007
- Provide risk management report containing details on risk analysis, risk evaluation, risk
Control conducted for the medical device.

G- Manufacturer Information
-Manufacturing Process
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ANNEX 2
TECHNICAL DOCUMENTS

(Common Submission Dossier Template) (CSDT)

A- Executive Summary
1-Overview
2-Commercial marketing history
3-Intended uses and indications
4-Regulatory approval or marketing clearance obtained
5-Status of pending regulatory approval
6-Important safety or performance information

B-Relevant Essential Principles and Method Used to Demonstrate Conformity
Essential Principles and Evidence of Conformity
- Essential Principles of safety and Performance comprises of
- General requirements of safety and performance that apply to all medical device
- Design and manufacturing requirements of safety and performance, some of which are relevant
to
each medical device
- Manufacturer determines the applicable essential principles and demonstrates conformity to
each
applicable essential principle
- Conformuty to essential principles is documented in a checklist format

C- Device Description
- Device description & features, -Intended use, -Indications of use
- Instructions of use, -Contraindications, — Warnings, - Precautions
- Potential adverse effects, - Alternative therapy, -Materials
- Other relevant specifications, -Other descriptive information

D-Summary of Design Verification and Validation Documents

- Pre-Clinical Studies
- Clinical Evidence
(Level of detail required will depend on class of device (Class B, Cor D)

E- Device Labeling

F- Risk Analysis
- Recommended: Conduct risk management activities according to ISO 14971:2007
- Provide risk management report containing details on risk analysis, risk evaluation, risk
Control conducted for the medical device.

G- Manufacturer Information
-Manufacturing Process
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EFEREFITIULTO LI mEIN., YA KT A4 2 0F Medical equipment @D #
WA I B,

Box-1: Typical Categories of Medical Devices

1. Consumable (Use only one time, and then, keep it in a safety box to avoid infectious
disease before burning: Needles, Syringes, gauze, etc.)

1] . 3
uulr“ "r“r -

2. Medical Instrument (No require maintenance: Scissors, Knife, Bowel and others)

. S
e
e b " oL @ 3 =

s

3. Medical Furniture (Easy maintenance: Patient bed, Wheelchair, Shelf and others)

4. Medical Equipment (Require proper maintenance: X-ray machine, Centrifuge,
Incubator, ECG and others)

The guideline is applicable to Medical Equipment only.
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Annex-2: Checklist for Acceptance of Second-hand ME

No. Checklist Item Procedure for Confirmation Check Result
When the recipient decides to receive second-hand ME
L Responsibilities of Recipient Side from a donor, they shall address the following issues to Remarks

ensure proper use and efficiency

a. Analyze “Weeds” of the equipment

1. First step. confirm with the donor the type of ME
that will be donated to the recipient hospital.
2. The recipient hospital considers and determines

1) Confirm with the donor the type of ME that will be
donated.

2} The hospital director and his'her key ward chiefs
under his'her control will consider and determine

Decision to receive or not
receive ME

whether or not to accept the ME. whether or not to accept the offer. Tes No
b. Contact local agent in Cambodia Confirm with the local agent if they will be able to supply | Local agent will be able to
Contact with local agents about the possibility to accessories, consumables and spare parts and fo provide supply:
provide accessories, consumables and spare parts. technical service for ME af the present tfime and in the
future. Yes Mo
I When the donor decides to donate any second-hand ME
" | Responsibilities of Donor Side to the recipient, they shall address the following issues to Remarks
1. Provide Basic information about ME Donor provides the following information for the recipient | Fill in the following
The donor provides basic information on the target | hospital: information:
ME to the recipient hospital. a) Type of equipment a) Tvpe:
b) Mamufacturer b) Mamfacturer:
c) Model c) Model:
d) Senal No. d) Serial:

e) Product date

e) Product date:
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2. Inform about Equipment Condition before

Handover (working or not working

The donor checks and confirms the operational
status of the target ME to determine whether or not
it is in good condition before handing it over to the
recipient.

The donor shall carry out an operation test on the ME fo
confirm if 1t works properly or not?

Crperation condition:

3. Delivered with essential accessories, spare

The donor ensures the provision of essential accessories,

parts and consumables spare parts and consumables according to the operation Inspection Fesults:
The donor shall check and confirm that the target manual attached with the target ME.

ME includes essential accessories, spare parts and

consumables.

4. Technical decuments Required technical documents include: Technical documents
The donor shall check and confirm that the required | a) Operation manual received:

technical documents are included with the ME.

b) Service manual

c) Spare parts list

d) Electrical wiring diagram

The donor provides the above-mentioned manuals, and at
least the operation manual as it 1s very important for the
proper operation and utilization of the ME.

5. ME Utilization period
The donor shall provide information on the length of
time the ME has been used by their institution.

At first, the donor shall check years of the farget ME has
been used. Then, they inform the recipient about this.

Dionors Fesponse:

Years used
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6. Environmental condition during ME
utilization period

The donor shall provide information on the
environment in which the ME had been used in
relation to possible extreme climate exposure or
heavy use.

The donor shall inform the recipient of the environmental
condition in which the ME had been used in the past.

Environment in which ME
had been used before:

7. User training
If the recipient hospital receives sophisticated or
complicated ME, user training must be provided.

If necessary the donor shall provide user training in how
to use ME and provide the recipient hospital with
important information related to the use of the ME.

Donor response:

Mutual agreement (between Donor and

When the donor offers to donate second-hand ME fo the
recipient, both parties should agree mutually to the

Remarks
Recipient) following issues to avoid any possible misunderstanding
or obstacle.
1. Responsibility for initial cost for handover of The donor and the recipient shall discuss who will bear the | Who will bear the following

ME

When the donor hands over second-hand ME to the
recipient, thev should agree on who (donor or
recipient) will be responsible for meeting the initial
cost.

following cost:

a. Transportation

b. Installation

c. Maintenance

d. Other expenses. if necessary

cost:
a. Transportation fee

b. Installation cost

c. Maintenance cost

d. Other expenses, if any
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2. Preparadon the Draft of Memorandum of

Prepare the Memorandum of Understanding between the

Understanding donor and recipient with  the following points: Prepare MoU:
The donor and the recipient shall enter into an MoU | a. Definition and scope of equipment handover
and clearly decide on their respective b. Transferring proprietary right Yes / No
responsibilities. c. PResponsibility for maintenance management
d. Fight of disposal transaction
e. Contact nformation
3. Authorization of product origin standard This label authorization is an additional point to the
The donor shall confirm that the ME to be handed pre-condition. The donor and the recipient should discuss | Does the ME have an

over to the recipient will have some mamifacture
authorization labels (such as JIS, CE, and others)
that guarantee ME quality.

whether such authorization 1s important.

authorization label:

Yes [/ No
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Annex-5: Sample of Memorandum of Understanding on Second-hand ME

Handaover

The donor agency (the "donor'") and the hospital (the Recipient) agree to the following articles
with respect fo the handover of second-and medical equipment:

Article 1: Definition and Scope of the Handover
This article aims to define the scope of equpment handover The donor shall have the
responsibility to hand over to the recipient medical equipment (ME) in a ready to use state.

The donor shall have the following responsibilifies:

1.

Transportation: Transportation expense from the use/storage place of the donor fo the
recipient's locafion, including taxes and other related costs.

Installation: On-site installation at the recipient's location, including reassemble and other
necessary costs.

. Operation test: The donor will arrange to send some specialists (their own staff or

engineers from the manufacturer) who are able to conduct operational tests on ME to
confirm their functions.

User tramning: The donor will arrange to send mnstmictor(s) fo teach and train users on the
Tecipient side.

Handover: After the aforemenfioned ifems are fulfilled, the donor will subnut the
second-hand ME handover report to the recipient with the signatures of both parties.

Article 2: Transferring proprietary right

After the handover of the second-hand ME from the donor to the recipient. the proprietary right
will be transferred from the donor to the recipient. However, before doing so the donor shall retain
some responsibility for such matters as transportation to the site of the recipient, assembly, installation,
operation fest and user fraining.

Article 3: Responsibility for maintenance management

Upon the transfer of the proprietary right to the recipient, the recipient shall have the
responsibility for mainfenance management fo ensure proper operafion, ufilizafion and efficiency.
Therefore, the recipient has the task of prepaning a budget to cover the cost of technical support and
mamtenance management of second-hand ME.

Article 4: Right of disposal transaction
According fo the proprietary right. the recipient shall also hold the responsibility and authonty to
dispose of the ME recerved from the donor.

25 AR T TR I ERIES ORISR EF T (1)
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Article 5: Contact information
In order fo maintain good commumnication between the donor and the recipient, both parties
should continue to contact each other through the following means and information.

For the donor

MName of Institution

Person in-charge
Address
Telephone number

Fax number
E-mail address
Femarks

For the recipient side
Name of Institution

Person in-charge
Address

Telephone number

Fax number
E-mail address
Eemarks

In witness thereof, this Memorandum of Understanding 15 duly agreed upon and signed by both
parties in duplicate with each party holding an authentic copy.

Phnom Penh. (date) ~~, ~~, 2010
The Donor The Recipient
Mr. s M. e e
Name of Instrtution:~—— S Hospital-—— e
Managing Director Hospital Director

25 AR T TR T ERIES ORI S 2 REF T (2)
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Annex-6: ME Information Sheet (For Acceptance of Second-hand ME)

Sheet No. :
Hospital Name:
ID No. Date of Installabon
Department
Date of Inspection Inspected by (MET name & sign)
Date of Approval Approved by (MEDM name & signature)

Name of Equipment

Name of Equipment

(Ehmer)
Manufacturer Model
Senal No. Price (1I5%)
Product year Expiry date of
guarantes
Voltage 1007110 /12072207 230/ 240 VAC
Specification of Frequency 50 /60 Hz
Power supply Phase Single / Three phase
Power consumption WiA
Operation Ehmer English Other
Manuals Service Ehmer English Other
Holder
Accessories Model Specification Price (US55) Oty
Consumables Model Specification Price (US5) Qty
GOOD FATE. BAD UNEOWN
Function Test
Comment (In case except “GOOD™):

26 AR TIIBIT DEREIOA T A—ar—h (1)

182




Inspector

Local Agent

Person In-charge

Address of
Local agent TEL | | FAX |
Provider |
Fecord of User Traming
Date Participants Traming detail Instmctor Femarks
Fecord of Mamfenance Traming
Date Participants Training detail Instmctor Femarks

Date of condemn

Pemarks:

26 WA TIIBITDEREIDOA T A—var—h (2)
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4.0 Elements of the Common
Submission Dossier Template
4.1
Method Used to Demonstrate Conformity

Relevant Essential Principles and
4.1.1 Essential Principles and Evidence

of Conformity

.2 Device Description

.2.1 Device description & features

2.2 Intended use
Indications
Instructions of use

Contraindications

2.3

2.4

2.5

2.6 Warnings
2.7 Precautions

2.8 Potential adverse effects

2.9 Alternative therapy

2.10 Materials

2.11 Other Relevant Specifications
2

.12 Other Descriptive Information

el ol i Sl i R

3 Summary of Design Verification and
Validation Documents

4.3.1 Pre—clinical Studies

4.3.1.1 Software Verification and
Validation Studies (if applicable)

4.3.1.2
Material
4.3.2 Clinical Evidence

4.3.2.1 Use of Existing Bibliography

4.4 Device Labelling

4.4.1 Samples of Labels on the Device and

Devices Containing Biological

its Packaging
4. 4.2 Instructions for Use
4.5 Risk Analysis

4.5.1 Results of Risk Analysis
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