=+ % 1 &
Rk 30 42 10 A 5 H

FAERRAEATET (R)

A 95 B TR - 2 R R 9 7 O
A S TS - AR SRR + T R

IR L A LA

IR DD AWE ORI EET 5 Ak 30 4R
55 8 [AI[E 3 AL A2 4

PR R EXIRRAE S DOFwAE RISV T

HSefs . PEORLEFT [ Zhe jiang Huahai Pharmaceutical Co., Ltd. (VAR Huahai |
ENH L) ITHIE L TWA S L Z U DFRIENS . b MR L TRBAMENH
HESNAN-=baYP2F LTIy (BT INDMAL &V 9H,) B Ens-
ZEEzT, HIrREKRASH CUF Ted0iEE) Lnw),) 1E, Rt
WEIRTE T DN L 2 U BETAA) (20mg, 40mg, 80mg M2 OF 160mg) @ H FE[AIN 24T
WX L7z,

A, Rk 30 AEEEER 8 MR IR E L AR S ek R A s (LLT THE&
2] VD, ITBWT, 2L UBE TAN] ORRFIC X 2 R~ B2
B OEHDOFTGNCOWVWTHRBESNELZOT, ZTOMBEICOVWTEBMLELE
R

1. 2uv s g TAA ORI X 2 EEFEA~OFEFEHmIZ DWW T

A TIX, 7S LZ 88 TAA] ORRMIC K SRR~ D2 AN 21T - 728G
F. Beb NDMA JRBAJRE O @O RS b RGE S 160mg 88 (R KHE™S) &K
IO 4FEMEBEH 1SR LT EEORNAI AZ1E, 1 5T ANG3T
N ADPEEZOZFRICLVIBFEIINAZRIET H2REDO Y A7 MY T 5
ERMh =i E Lz,

¥ LA omEAEIZ. RATL H 40mg~80mg T v | Flis, SRS U T 1 H 160mg F THY

BTx%,



2. NP L EE TAA] DJFENSN-= b Y PoF )7 I U Sz
DN T

Rk 30 4E9 A 13 B, BRMNESKST (EMA), 7 A U B &MERLE (FDA) . 7
AR (HC) 73, Huahai OHLERT CHRLE Sz /v & o DJFEE O —
DOy MZEBWT, Hi72ice ML TERAMERSD D EENDEIN- = Y
CEFAT I (BT INDEA] &9 ,) RS EATRLE L,
JEAGEE L, HITEERICH LT, 2 TG L2 Toi#Eo v
MZDWTNDEA DT &24TH L Hfamn L, ZORE, ZhvE ClRtEMER Lz
JEE9 vy R 5y MIEWT, 0. 26ppm~2. 5ppm @ NDEA 23R H S E L7,
FESTIL. B &2 NDEA O &% NDMA ([CEERTHETH Y . NDEA O& &
ARLTH LR, OREFESOREFM O RICHET 5 LITE & DRk
e E L,

3. FOMO LYK BHFNZHONT
[EIPNC NDMA M2 TN NDEA 23t & vz v 2 CBIRNL . Sl o S r
PZEETA DB THY Lo L2 BRI IS TBY ¥ A,

4. BHBOFIGTONT
TEDCBIT DEHEORER, P Z 88 TAA 2R SN 7-J512% LT,
TREONEDIFWMBMALDN 2 I D K 5. ST 0D & BILR I I % 125G
WCCHEMmT e T LT,
PV B TAAL 13 30 A2 8 A 21 HICH RN T LTEY,
MHITILIEE LTV en g
NDMA Kz TN NDEA Sk S-S v 40 2 AN SLH L2 88 TAA]
DHTHDHE
sV Y L E L BE TAA) 160mg B8 (e K &) ZIRFEHIM O 4 FlEH 18
IR L2 ZDRENALT AZIX, 175 FADPD 3T AT — ADAEIEZ DR
BRI LD BRI N AZRIET DRREDY A7 ITHYT 5 F
FVEHED SV LE U EE TAA ZARH L T 285550k IR 2380
BEZTIV U A7 IHMEL B E
NDMA (20 2 "C NDEA 3Bz i & nzmn, & L TEf&ETh . BN
AU A7 OFHIFEFRITET 5 L ITEZ#HWE
Rk 26 46 H DR 28 4 3 H £ COMIRNT /S v 2 B8 TAA] Z AL
FEINBEONKTKN1I LTI TATHLE

%% URL :
Ok 30 4FFE 5 8 In =38 L L xRS Zaxiiiad s &k
https://www. mhlw. go. jp/stf/shingi2/0000206683_00001. html




