i 11y 3 wih

qmé’nwsmmza'ewnstdmw e . 7l 136/65 (wu.)

RnuBLaY Q. 6505 - M - 65-5S - 0036

daa'awnmi Ceftazidime and Avibactam
miuiv Vial, 920, naoa
1. puinvUmeaNIE

1.1 Squszasdluntsldan Mdwiusnwinsindendu Enterobacteriales ¥3aife Pseudomonas
aeruginosa Pasioenil
1.2 audnwazluntaneaiia
1.2.1 Uszndumediaendifny Ae Ceftazidime uay Avibactam
1.2.2 vunANLSYRIn sxfmuslunsdamudazads
1.3 quansazluntsesnuuy  Wuswanannide desharaeneudavionsadvnivase
\Fonen
2. prsusIquesituvie
2.1 gwssyluntvuzlnaiin
2.2 9AINVUNMYUTUIIYWBITEY Foagmie), 1anmuns, Jundn, Sumunens,
laviinan waztavnsiioudiiuen Tegudniou
2.3 WUUNTUSTPUASTUINUTTY wviualunsdamusiazads
2.4 Fuviesasimnusiuniudiuse Srilswauunniy 1 fusie axdeativeiauazsuiaiendu
Vumsilidudiuvie
3. ferimunduq
3.1 pavededindnglfiumstunadouiiunitesminelulsenelne veanssvms
asnsaugy encunsdiduenidamunduiiy Ainsensnasisuguiuses
3.2 FoumisAasuseunsgIUNSARMUNANNNST WarIBnsHARTR (GMP)
3.2.1 nsdindnluszelng Tssuendn doimivdasuses GMP U9INTENITNASITUGY
lumnanfiauens
3.2.2 nsdgniidhondnausema folivladeiuses GMP vaal5audnin 91nUTHMAgHER
/323 nsthben...

KOO rcr oo O Usesunssuns
~ ATIYNABY
1 RPN / (I8, SO, NIINNT s f
GRTAIR /{”/
DM - NIIUNSHUNUMAAIEINEINTS (a@eva Lnaui)
a va v 4 Q) ) <
WM ..Q‘f’é&fﬂﬁ..fﬁ/{q@;/oiwmiéwwﬁww UDUAMITY LpRYBAAN. AQBATUNS

WOMDP o I nITuNSUUMiaelY ne,

1100 556 18 UA. 2565



win 2 Ty 3 wih
136/65 (Wu.)

JoReguninl Ceftazidime and Avibactam

- o 1
3.23 nsnhhemnsedssmauiauaussgluussnalng desiviedesuses GMP
Tud® 3.2.1 way 3.2.2
3.3 uwuqﬂesusmmsmaﬁ)"ims'wﬁwﬂiamuﬁwam (Certificate of Analysis) nsaffusndl
° - - ) o v
UMSENBUNITATUN WiaThidadlelddunisdsde

'3

Y oo W (Y a f - o Y o
34 O\BQNWUQaEﬁU?O\!ﬂ'ﬁﬂ?’)ﬂ']l.ﬂi’]ﬁﬂ LLas'luuamLmaauammaqmsmuﬁtﬂummdmmm

Uitvgudnen uaruisvgnaningiu

\
L

3.5 s Feaduoniuismiduduanviofunusmineg
3.6 vowhegwhuUsznoumsinsanaieafiunvueiiussg
3.7 egueselutudaieures sashieuniriitmusiilumstamudiazats makilimun
Reulvenguasenly sxdeafusitkdnunudrlidiu 1 U luiudwwes
3.8 fuesesiuinyeuuandsuslunsdilndmuneny T Hueniifiogmsldaueniu
Wenaustlemivaiie
4. Bp1gAsIEsy  ATIvARURMANSRYATIaNTE warnadnswienlude 3.3, 3.4

o . <
AZNITUNITATIVED anﬁtusmwwaaqﬂnitu #18 W,

WH.....ccciseniiniors MO e sansiins ibsindesdsatas diihas W9.NDY WU./UTEHIUNTIUANT

(Ygyons fingee)

W.o T 594 HO.NDY WU./NTTUMS

................................................................

wam‘ﬁaéﬂ/ .................................... HE.NBY TN.35.6/nT5uMTumeld

(9587 ingu)

18 3.0, 2565

ATIAQNABA /5 e
RN

(anewa WNOw3)
URTRW? Wnduns SW.ANBETUNI

/ASNTIUNNS...



win 3 Tu 3 wih
136/65 (wu.)

Fofagunsal Ceftazidime and Avibactam

AENITUMIATIVEDUAIAD WY

Wwnziaguninionns ave w.

99 HR.AINNU./UTEFUNTIUNS

................................................ ND.NBI WU./NTTUNTT

Ul £ i e uun.Usedn wu/
(@355 andumun) NIFUNTTEUNUMAAEINGINT
Novga...... @‘;f’”"’?///)zf/a}iﬂssm WU. YIN.IN.55.6/
(950WIA A3y ) nssunsHunumineld
TR [1TX I 47/ ........................ HB.NBY SN.55.6/nTIUMIHUUMIELY

(2381 1wl )

11 N 2563

nudnyazamzatuioyiAig
o ylR sn.muahomlsde nanwy,

i v 0446.132.235... na. 1110165

"

M3IQNADY
W.0.M9 /151‘/

(anewa \nAuna) )
UAURWINT induns swABEIUN



