poaanyazmIng ail.ane w. 1 310/51 (Wu.)

wineravdsginsel 6505-XX-247-2573
¥ @?N’qﬂﬂﬁ ol Hydralazine Injection
HUETL naoa , 40

1. PUANHAZIRNE

w

v a o a 1 J
1.1 gadnvasmmizlumsldau 145nunzingannuauTaiage wu 9Inaungn1Izasss

I a Y Y dy o

Wuiy ¥alvauradnsess
1.2 aadnvazmmzlumanaiia

1.2.1 Usgnoudedediney Ao hydralazine hydrochloride

Y
1.2.2 YMIAANNUIVBNET zimualumsianiusazas

o < v & y 3 & A v
1.3 ﬂmanymzmmﬂumiaammu L']JUEJ1W\‘]!,LW\T]J51?H]1ﬂL‘]f@ ATANYAIYUINAU LLATIIDINAY

Q

9
A 1

11UNA0 0.9% noursAdIaDARoAM

2. M3VIIYPazHvHie

2.1 0133 lunvuzladiin
2.2 AANVUMFULUTTIABITLY Foa T YN1eT , YUIAANULTT, TUREA , Tunuaniy,
A a = o_w Y 1 4
LAUNADA |, LUNSLVIUAITUYN hl’JfJEINGIfﬂL‘ﬂ‘H
v
2.3 HUUMITUITUULASUVYUIAUTIY ﬂgﬁWﬁuﬂﬁluﬂﬁ%}ﬂﬁHma$ﬂ§’\1
~ v 9 = o <3 Y Ao ' = ' Y < a = @
2.4 AUKOADINANNUUALLVILLTI MITNUIUNINAIN 1 HUTD Aot usHatazyaReINy
9 A 13 A ]
numyﬂ"lumu‘ﬁuwa
Y o d‘
3. UM HUADU
A 9 =\ [ 9o dg‘ =} o d‘ o ]
3.1 EJ”IV]LE‘TL!@?Iﬂﬂmﬁﬂﬂiﬂlllﬂiﬂﬂ”liGIJ‘L!‘Vl%L‘]JEJU@]”IT]JEJ"ILW?)‘I]”IWH”IEJlH']Ji?JLV]ﬁllVIEJ VBINTSNTN
I { a v o w { [
as1sagy enAunsaiiuofnaamundsdrsy NnsensNasIuguiuses
Y = v A o a [ d an a Aaa
3.2 AUNINADTUIDINIATIIUNMTNAAATUUANNUN LASITNITHNAANA (GMP)
A A Y Aa Y = v AN W
3.2.1 ﬂimwa@“luﬂixmﬁ"lm Tiwmvgwam ADINNUITDIUITOI GMP UDINTENT NAITITUGY

lusaeiauevie

= ] 9 1 9 =) v A o Y Aa Y Aa
3.2.2 ASAEIINNANYTLNA ABINNITITDTUT09 GMP GUENT'D'NWHEJN’(J@] %1ﬂﬂi$mﬁﬁjﬂﬁﬂ
= o ' Y ! Y = v A o
323 ﬂiﬂlu1ﬂm1ﬂﬂ1\1ﬂ3$L‘Vlﬁllﬁﬂlmx‘]‘ﬂﬁﬁ“lﬂuﬂizmﬁl’lﬂﬂ ADIUNUITDIVUIDI GMP
Tudie 3.2.1 uaz 3.2.2
@ o a o a [ { o
33 ﬁﬁuﬂﬁ@iﬂiENfﬂiﬂi?%’)&ﬂﬂ%ﬁﬂl@\ﬂi\‘]\ﬂué}ﬂﬁﬂ (Certificate of Analysis ) ﬁi\iﬂ‘UEﬂﬁ‘Lﬂlﬂ

v ) v Y
sznoumanasan uaz/msemihauis lasunmsdede

3.4 Ao9N......



310/51 (wy.)

A v A v @

a J ' a { g v o
34 é]jﬂﬂllﬁuﬂﬁﬂill59\1ﬂ15@]33§]3!ﬂ513‘ﬁ !,mﬂmmﬂmmmWammmsmﬁﬁtﬂummm 2!

YOIUTHNAMANET LAz UTENGHAA TagAL
A 9 I A Ao I Y a A9 ) ]
3.5 nerue Availunnussnduduaaniodunuimiie Tasase

% 1 { o a ] {
3.6 Gll@\i@]')f]fﬂ\‘]ﬁuuﬂﬂ§$ﬂfJ‘UfﬂiW‘ﬂWﬁﬂHﬁ]%éf@\?MNﬂW“ﬁH%ﬁUﬁiﬂ

o 1 9 v 9 1 Ao FX Y] 1 09; M 9o
3.7 mqmmaﬂmumueumm @I'E'J\?ullluflﬁlﬂ'l'lcﬂﬂTﬁuﬂul'ﬂuﬂWi‘ﬂﬂ‘ﬁHma%ﬂi\‘] WWﬂhlllhlﬂﬂ'lﬁuﬂ
9 9 < A a 9 1 Aa = @ '
’E]'lﬁfll@\iﬁnvl’l ﬁ]mmrﬂuElmwaﬁmumulmﬂu 1 “lJ Glmuﬁwm
¥ Y o A A A Y Y g Aa Y 4 4
3.8 Q%Wﬂ@l@ﬂiﬂﬂﬂ“ﬁ@ﬂLlﬁﬂlﬂaﬂuﬁlfluﬂﬁﬂ!ﬂiﬂﬁﬁuﬂﬂ’lq Glmﬂum‘ﬂumqmﬂmmﬂnﬂmm@
P '
natse Teanivoadilae

Y a J
4. eJ%ﬂ]iﬂi’J‘ﬂﬁ@‘lJ ATIVFADUMUAUANHUSIANIS uazwmmﬁww&lﬂu% 33,34

ﬂmznss:ummsnaauﬂmé’nymzmww ail.ane waves wu.

Y

(29%0) W.0.5AQ1 1008147 HO.NIN.NUY./5E51UNTINMS
an a dy o
(3 B8 1Y)
] 4
(29%0) W.o.WgNT YATINY HO.ANW.NU/NTTUNT
a = =
(WaNT Ya3NA)

4 a o I a o '
(ﬂ\i‘fi@) N.0. 1M ganm muuiggﬁam SIEERR WY, BIYTIYNIT TN.55.6 /
[ < = a 1 ] 9
( TONNM IANYUNYTA ) ﬂiillﬂﬁi?lﬁﬂﬂﬁi!?]ﬂ‘l%

21 €.n.2551

o o & wag Y9 ¥
Auanyuzmmzauiioyia iy
AeITA an.wu emiade nan.w.

7 N1 0404.13/1097 84 25 €.A.51




