i 11y 2 wi

vz zequnsaonas gy w, ¢ 131/63 (wy,)

NUULAY AQ, 6505 -M - 63 -5 - 0031

Fofaqunanl Sulbactam
Wiy Vial, 110, napg
1. auinvunawy

1.1 mquszsdlumsidan Wwiuihwomsindouuniids Acinetobacter Baurnannii
1.2 quanwazlunamaila

121 UszneumuendweyfRe Sulbactam Sodium
1.2.2 vwianmuustwewn seivunlunisdamusiazads

1.3 quinwazlunsenuuy Wusmsusnannds dwfuasanuiedndnduile viotadh
viapaAens

2. MIusIquasiiuve

2.1 swsnlunvuzlnatin

2.2 aaNUUNTUEUIIYRBNTEY ﬂamﬂ’mnm, WINAINNT, Tukdn, Tumuneny, @viinan
waziawnzyusiriue Vetndaou

2.3 BUUNIUTIWATTLINUTSY sefmualunsdamudazeds

24 Huviedvadimmuniunudouse fril$nunnni 1 fiuvie seRsduinuasmuindety
Guirwiliduiue

3. fatimusdug

3.1 mﬁ'wuaiw‘iaﬁnmulﬁ%’ums%unztﬁuw‘h%’umtﬁaémﬁw‘luﬂssmn‘lnu YOINTINTN
as1seey enviunsdiifiueWikBamandusiiy finsensnensisaguiuses

3.2 ApdiimisdeiuseunnsgrumsrAnmumdninast was3smanAndin (GMP)
321 nadisdntuszimalng Tisenugudn dosinlsieduses GMP vasnsensasans gy

lumnesnfiaueny
322 nadigniirmnineusina deediviedotuses GMP vedlsnuduAnninussmadudn
3.23 nsthhewindnvismaudinuussgiudsamalne dadimivdstuses GMP
Tutie 3.2.1 uae 3.2.2

3.3 fimideiuseimmnaiinnziveslsannugnan (Certificate of Analysis) sefugnihinun
Uszneumsivrsan uaz/vieihidadleldfunsdde

3.4 dediimisdeiuseimsanviinnsy uatluuansundmdavesansiniiiured e
Uitnidnen uazuisvindningiv

3.5 eniaue deadunivismduguanviodunms i

3.6 'ua«‘\")adnﬂﬁ*mﬂwnaumsﬁmmww'fmtﬁumwsﬁussq

3.7 gweewluiudweues o‘\’mwﬁaun'hﬁri'mua}11@&?&11&&%%% minlildnmua
Houlvergueanly sxfeatugfindnuudlaiiiu 1 I‘ﬁgyﬁ"

3.8 frwsesiulisveuuanuasuyilunsdifinduuneny Wil g ?\lmﬂ%iu

- « [
wenauselomivewioy VRN indns swegaund

wa%/ 5 e mz/a.iinmﬁmm .....



win 2 i 2 wmih

. 131/63 (wu.)
Fodsqunind Sulbactam

4. 3n1IAT980Y ATINABUMIANANYBIONE warnadnTelude 3.3, 3.4

rusNTIINMINTINRRURNANYLzIawiEAaqUnTal 818 W, voe .

WD b < A HO.NDY WU./UITBUNTIUNTS

" 4
WA ccccmcncomersn I i HB.NBY WU./NTIUMS

(vouvdy wawhum)

HB.NBY TW.53.6/nTIuMIEWMINNELY

(9391 nauia )

¢ 1 U8 2%
AuENTINNINZReRRUANIANYUzIaWIERsqUNInl @18 W. YOe MU
na.n { \4_“ HNANU/UIEEINTIUMS
( (qndy Wigina)
3 I, . HO.NBY NU/NTIUNTS
(URY wava]y
ne ;7_,1) e WUNUTERY NUMU/ATIUNS
(Uslmy Junim)
-3 5A 28R

auimuzanwatuioyTalig 4
amoyd sn.vufiemlsite nanw,

& ow 0426131039, ne MWL

ATINGNADY
novan

(evn innura)
UguAmii nduns sw.Aeasutd



