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MINISTRY OF HEALTH, LABOUR AND WELFARE
GOVERNMENT OF JAPAN
2-2, KASUMIGASEKI 1-CHOME, CHIYODA-KU, TOKYO 100-8916

CERTIFICATE

It is hereby certified that the following manufacturing site of (name of the manufacturer), (address),
in which the following product(s) is(are) produced is subject to our inspections at suitable intervals,
and the manufacturing in the site conforms to all the requirements of the Ministerial Ordinance on
Standards for Manufacturing\ Control and Quality Control for Drugs and Quasi-drugs

(“Drugs/Quasi-drugs GMP Ordinance™) laid down in accordance with the recommendation of the

World Health Organization. @

Name of Manufacturing Site: @

Address: @

Product(s): @

No.
TOKYO, date

@ (BERIEE - REARRARR)
Director, Compliance and Narcotics Division
Pharmaceutical Safety and Environmental Health Bureau

Ministry of Health, Labour and Welfare



RS 14-1 5 GEFE (E30)  Fx=v 7 URXb PMDA B & B ER (2018 45 10 A)

FTw DA (EBEFBEADDESE—) XEROBEBIFNNEEX THE

@
@

O

O

HSEBDEE (B (. EEREISETUGECEKEH U THhDIRBXIFBEME—HL
TWEXIND P HT. ZORSEESOEN (e HMEeE N TLEIN?
HEEBDKE (B CZ20FErr (FrE) OBICE L) HEedEsNTNEIN?
soEfl - [IROHA Pharmaceutival Co., Ltd, 1-1,---, Tokyo-pref, Japan.
IR REEEOARMDERZSRH L TIESU),

HSEBCI, RERITEB CIIDDFEE A,

SEDEMCTIIHDEE A,

SRE0NVRZEE

2L\ C9 |

BHE/BHONWTFNHDE U BROLEHSNTNEIHL?
CDEBNBEH THDIHSE —product is
BHTHD156 ([@—GBEBDEHBZMEZE) —products are

Drugs and Quasi-drugs ( “Drugs/Quasi-drugs GMP Ordinance” )1 DOXF
HIELULEEHESNTNEIN?
AR —XNFEBBATTY,

BLEEFT AL OSLEPTIDZ, PATEILIE, BLIICEHER, T2, RS REAE TER
SNEEEHEZ DO TNEIND?

QO O ®

ENfiEmn (ER5) DS -

REOBZMIEERITEREDNREZE—HUTNEIN?
Ge#Eihl T—E—Y—f&100msgJ) )
BHERDIBE !
HLASMAGEEH SN TNETIN?

(e&EiBl [Abc Hydrochloride] )
Z0EBABMIE. EhE (BEB) E—HUTNFXID (KXF « IWNXFOXA, A
INDEE) ?
BHOBIM COIBPENNERBS. TNOHECDBMOEEH SNTNEIN?

wit UCL\DRACERAT D _[REE DRSS NGRS :
RED—BRHNEMOEZDEEH N TNEIN?

AROAE
£\ TY |

BH/EBHONTFNHD. [ELLEEHSNTNEIH?
CDERPNEHTHDIHS —product
BHTHD5E (B—RBOEHEZHMESE) —products

AR
21T |

BRENVEUVVNEETIN ?PIREDERBIIMUTRID TR EEL),
httos://www.pmda.go.jo/review-services/drug-reviews/cert-exp/0002 html




