Tssngnunaasswdnsuseasd guas1vsiil
AMANYMLIANTE
inSenAnansindundsdinafi@en (Tc-99m Generator) ww1a 20 GBq
NUNYAMERsIeaes naunusEIet Tsmeiuaasimansuseasd auaTvsil
AUNNUUEANTENINEGITUEY NIENTHATITUET

1.AIUADINIT

\SoanAnansiusiunsadmaiilien (Tc-99m Generator) 111 20 GBq
2. IngUszasd

dmsulilunseionansindedidifieldnseetezae q lununemansduades
3 A TRy

Juwnaasiiandnanstiuiunded Te-99m AldlunseSonasndvssd Tnefl normal saline 1Hus
elute

4. AuENURLRNIE
4.1 fanuusessdlivdesnin 20 GBg a Tudduldnu wardsluunsldanuinneu

4.2 vssglunrugiivasnsiouarlfnsgiunstestusunseansed
4.3 fnediesl] Generator shielding @y Generator Miausylldaulnglsifnarldtnelag
4.4 fuedosinnuigyimalasaide (Sterile vacuum) S1umliitdosndt 10 van denisldny
Tc-99 Generator 1 67 Tunsdlu Generator ¥ila dry fuieazsiesdndrinussy Normal saline agnsiiay
10 990 uAzIN sterile vial vioguRTaidudMTUEBULENT Generator 1o elute Wi
4.5 Ju sterile, Non pyrogenic generator anansabwsougndatiauld Tnesl normal saline
Judn Elute
4.6 @3 sodium pertechnitate fiwifsdosuses (Certificate) nuiEminan Tneflswazdon il
4.6.1 arwuigvismandl (Radiochemical purity) snnndvidewiniu 95%
4.62 aruiavsuesinlaad¥ed (Radionuclidic purity) iadus fie wedl
- Mo-99 < 0.1%
4.6.3 e pH 9g5ning 4.0-8.0
5. deuluiavy
5.1 fuedenihddudlifeildaunounai 08.30 u. vesiudiimun Tnsanunsa elute Idlitonin
900 mCi wiufuns lngliifndntds
5.2 fefesihnvusussunasiideidfinuaergnsldouudaluiminfmumasgiunistin
nnanstusunfedynd viodiduuisngadn duiusl Generator fusnfifdeiulda e
duedugeandildinglunisaiunis
5.3 frnedeslluoygmiidihansiedandthausngiledud
5.4 fanedesinaanuansuuussyfusinunsgunsdsansidvesdinnulsinayilodud
5.5 #ouduradmisagiuedlumenunanansaaouaunin QO EMikarlu fudweuynads



Tssngnunaasswdnsuseasd guas1vsiil
AMANYMLIANTE
a13Lndvsed 1-131 Capsule Treatment (AMMLS959E 1-5 mCi)
NUNYAMERsIeaes naunusEIet Tsmeiuaasimansuseasd auaTvsil
ATNUUARNTENTINATITUGY  NTTNTNAITITUEY
1._A211689M13
a13LndvSed 1-131 Capsule Treatment (AMMLSI59E 1-5 mCi)
2. ogussasn
Huanstiusunsed / annndeed eltlunuvesnymanidandes Tnensnsa, snw uazidadelsa
3._AUEUUR
3.1 AaanwasRnzlunITesnLuy
311 Wuasndv$eduia Sodium lodide ( 1) Capsule Treatment
312 ansnduieduia Sodium lodide (1) Capsule Treatment gnussyeglugy
LAY (V0IuTa)
313 iushwlilueamgl 15-30 ° C wie gaumgiivies
314 msussyiteldau dwmiunnaiiae 1 ey
3.2 Aaanuazanzlunisideu
Tnenssulsemu dusunsshwseslnsesmduiu(Hyperthyroid) Lagmssnuugialnsess
wuugUaguen
3.3 paanwuzluniuvaia
1 unit dose = %uﬁummiﬁﬂw I-131 Capsule Treatment (AM1L5959F 1-5 mCi)
3.4 N15U5TY waziuvie ansLndased gnusseeglunwurivasade uayldumsgiunistesiu
BUATIHIINTIA
4. Farvundue
4.1 fengnsldnu 14 Fu Fuaniudl Calibration
4.2 fiaanuen Fu Wou U Mvuneny
4.3 fvusdsdaununnymanitondes neunan 08.30 u. vesufimun
4.4 fazvy dhddumiomununnemaniduafesinglifnaine
45 fazve Mueyaeilliluaseuases / tidh anssedandinnuusinapiiedud
4.6 {AvY1y TAAINUARIUNUTIUTUN MIUNIRTTIUNMTVUES 13398/ Mudunsed vesdinaudsiiy
loduA
5 38N1IATINEDU ATIVADUANUANAN YULIANIZUBIAIDE4



Tssngnunaasswdnsuseasd auas1vsiil
AMANBALIANIE
andus9d -131 Capsule Treatment (A3LS959F 6-10 mCi)
NUENANTTNARYS NENUTIEIMEY Tsmeu1aasInanSuseasd qQuasIusIll
AN NUUAANTENTWEAGITUFY  NTENTWATITUAY
1._A213A89M13
andus9d -131 Capsule Treatment (A3LS959F 6-10 mCi)
2. AnguszeasA
Duanstuiundad / arsndsded ieldlunuvesvmansdomass Inen1snee, S wavitadelsa
3. AR
3.5 audnwazanzlunseantuy
351 Juasndseduida Sodium lodide ( ) Capsule Treatment
352  asndusideda Sodium lodide () Capsule Treatment QﬂUﬁ’qagﬂug‘U
uAUga (aude)
353 usnulbilugamgll 15-30 ° C wie gaumgiivios
354 msussiteldou MWdwmiunnaiae 1 au
3.6 audnwuzanzlunslday
Tnenssulsemu dwsunissnesenlnsesalufiv (Hyperthyroid) uagn1ssnwnziselnsesn
wuugUaguen
3.7 audnwazlumanaila
1 unit dose = %uﬁ’ummsrf{ﬂm I-131 Capsule Treatment (A211U339598 6-10 mCi)
3.8 N15UTTY waziuvie ansindeied gnusseglunwurivasade warldumsgiunistesiu
JUATIINTIE
4. Farviundue
4.1 foremslou 14 Fu fuarniudl Calibration
4.2 faanuen Yu ey Y fimumeng
4.3 fvusdsiaununinymaniduedes dounat 08.30 u. vesiufidimun
4.4 fagyny ihddumdwmnansunnymansiindeiliaglifnainds
45 dazne Tuoygeililuaseunses / ddh anssedannddnauysagiledud
4.6 {AyY1y TAAINWARIUNUTIUIUIN MIUNINTFIUNMTVUES 813398/ Auunsed vesdineu
Usinaiilodui
5 3BNIATIVEIU  ATIAADUAUANAN BULIANIZUDIAIDE4



Tssngnunaasswdnsuseasd guas1vsiil
AMANYMEIANIY
a13LndvSed 1-131 Capsule Treatment (AMULSISIA 11-20 mCi)
NUNYAMERsIAaes naunusEIet Tsmeiuaasimansuseasd auaTvsil
ATNUUARNTENTINATITUEY  NTTNTNATITUEY
1._A216189M13
a13Lndvsed 1-131 Capsule Treatment (AMULSISIA 11-20 mCi)
2. ogussasn
Huansiuun$ed / ansndedsd deldlunuvesnvmaniduedes Taensnea, 31w wagidadelse
3. AR
5.1 audnvuganzluniseenuuy
511 Juasindyssdvla Sodium lodide (
512 aswdwSdvia Sodium lodide (1) Capsule Treatment gnussgeglu
sUuAUYa (VBeud)
513 iusheililugamadl 15-30 ° C w3e gaungiivies
514 msussyiteldou dmsuanadae 1 ey
5.2 Aauanwazanglunsldau

2 Capsule Treatment

Taenssulsenu dusunisshwselnsesaluiin (Hyperthyroid) uwagn1s$nwuziselnsesn
wuugUaguen
5.3 Aaanurlumanaile
1 unit dose = %uﬁummiﬁﬂw 1-131 Capsule Treatment (AMULTISIE 11-20 mCi)
5.4 msussy waziiusie ansindussd gnussqeglumuusiivasnss wagldnnsgrunistesty
JUATILNTIE
4. Farvundue
4.1 forgmsldfann 14 u Tuarniuil Calibration
4.2 flaanuen Fu Wou U Mvuneny
4.3 fvuadsdaununnymaniiondes deunan 08.30 u. vesuiifmun
4.4 gz drdddumtamausuniaansiindeslaglidfndnids
45 fazve Mueyaeilliluaseuases / tidh anssedandinnuusnagiiedud
4.6 {11y HRaNLEAIUUUTIINNG AULIATEIUNTSVUEY a55ed/Muiuned vesdtdinau
Ussnagiiledu
5 38N1IATIVEDU  ATIAADUAUANAN YULIANIZUBIAIDE4



Tssngnunaasswdnsuseasd guas1vsiil
AMANYMEIANIY
a3LndUSId 1-131 Capsule Treatment (AMULTISIE 31-50 mCi)
NUNYAMERsIAaes naunusEIet Tsmeiuaasimansuseasd auaTvsil
AUNNUUEANTENTNAETITUAY  NTENTHATITUAY
1._A216189M13
a13LNdUSIE 1-131 Capsule Treatment (AMULIISIE 31-50 mCi)
2. ogussasn
Huansiusunsed / annndesed eltlunuvesnymanidandes lnensnsa, snw uazidadelsa
3._AUEUUR
3.1 Aaanwazlanglunisesnwuy
3.1.1. Wuansindv$eduda Sodium lodide ( 1) Capsule Treatment
312 asndssdvdn Sodium lodide (1) Capsule Treatment
gnussegluzunalya (voeud)
313 iushwlilueamgl 15-30 ° C wie qaumgiivie
314 msussyiteldau Wdwmsunnaiae 1 ey
3.2 pauanuazenizlunisldnu
Tnenssuusemu dmsunmssnwussdnsesduuugaely
3.2 auanwazlumanaile
1 unit dose = %uﬁ’ummsrf{ﬂm I-131 Capsule Treatment (A211u339598 31-50 mCi)
3.3 N15U53q waziiuvie ansundassd gnusseeglunvuzivaende wayldumsgiunis
Josriu
JUATILNTIE
4. Farvundue
4.1 forgmsldann 14 u fuarniuil Calibration
4.2 flaanuen Fu Wou U Mvuneny
4.3 fvusdsdaununnymanitondes deunan 08.30 u. vesuiimun
4.4 fazvy dhddumiomununnemaniduafesinglifnaine
45 fazve Mueyaeilliluaseuases / tidh anssedandinnuusinagiiedud
4.6 {AgY1y LAAINUARIUNUTIATUN MIUNIATTIUNTVUES a13398/Muunsed ves
diinanuusinailodud
5 38N1IATIVEDU  ATIAADUAUANAN YULIANIZUBIAIDE4



Tssngnunaasswdnsuseasd guas1vsiil
AMANYMEIANIY
a13LndUSId 1-131 Capsule Treatment (AMULTISIE 51-100 mCi)
NUNYAMERsIAaes naunusEIet Tsmeiuaasimansuseasd auaTvsil
AUNNUUEANTENINEGITUEY NIENTHATITUET
1._A2UABINS
a13LndUS9d 1-131 Capsule Treatment (AMULSISIE 51-100 mCi)
2. AngUszasn
uanstutunsed / asndvsad Wislilunureavemaniiondes Tnen1sneia, v waidadelse
3. AMANURA
3.1 AanvazanglunIsoanwuy
3.1.1 Wuansnd$sdudn Sodium lodide ( 1) Capsule Treatment
3.1.2 asundsedvida Sodium lodide ( 1)
gnussegluUialea (0Iula)
313 iushwlilueamgl 15-30 ° C wie qaumgiivie

Capsule Treatment

314 msussyiteldau Wdwmsunnaiae 1 ey
3.2 paudnwazenizlunisldnu
lnenssulsenmu dmsunissnuussdvsesduuugvaelu
3.3 Aasanwaglumanaia
1 unit dose = %uﬁ’umma;liﬂw I-131 Capsule Treatment (A211U39598 51-100
mCi)
3.4 N15U55q WAziuvie ansundussd gnussgeglunvuziivaende wagldumsgiuns
Joeiudunsganisd
5. Farvundue
5.1 fiegmsldau 14 Fu Fuaniufl Calibration
5.2 flaanuen Fu 1eu U numneny
5.3 fvundsiaununneeansiindes nounan 08.30 u. vesiuitdvua
5.4 favvy dhddusndanarunivmansiindesiaglifnanids
5.5 faze dlueygaiililunaseunses / thidh anssedandrinnulsinaiiedud
5.6 HALY URaNUAAIUNUTIUIMY AMUNIRTFINNTVUES ansTed/nuliunssd vasdninau
Ussnagitedud
6 IBNIINTIVEDU  ATIVADUAUANAN YULIANIZUBIAIDE4



Tssngnunaasswdnsuseasd guas1vsiil
AMANYMEIANIY
a15LndvS9E 1-131 Capsule Treatment (ANUWSISIA 101-150 mCi)
NUNYAMERsIAaes naunusEIet Tsmeiuaasimansuseasd auaTvsil
AUNNUUEANTENTNAETITUAY  NTENTHATITUAY
1._A216189M13
a13LndUSId 1-131 Capsule Treatment (AMULSISIE 101-150 mCi)
2. ogussasn
Huansiusunsed / annndesed eltlunuvesnymanidandes lnensnsa, snw uazidadelsa
3._AUEUUR
3.1 Aasdnwazlanglun15eenLuy
311 uansndw$eduia Sodium lodide ( 1) Capsule Treatment
312 asndvieduln Sodium lodide (1) Capsule Treatment nuUs3qo¢
Tuguuauya (vasuds)
313 iushwlilueamgl 15-30 ° C wie qaumgiivies
314 msussyiteldau Wdwmsunnaiae 1 ey
3.2 Aaanuazanzlunisideu
Tnenssuusemnu dmsunssnuussdnsesduuugaely
3.3 audnyazlunmanaila
1 unit dose = %uﬁ’umma;liﬂw I-131 Capsule Treatment (A213U595%8 101-150 mCi)
3.4 N5UsTY waziuvie ansundessd gnusseeglunvuzivaende uayldumsgiunistestu
JUATI8INTIE
5. Sarviundue
5.1 flengmslday 14 %u duainfudl Calibration
5.2 flamnuen Yu ey U finumeng
5.3 fvuadsiaunungeaniiieded nounan 08.30 u. vesiuiidmua
5.4 favvy dhddusndanarunivmansiindesiaglifnanids
5.5 gavane dlueyaaiililuaseuases / tidh arsssdandinauusinayiledud
56 HALY LRENUAAIUUUTIUIMY AMUNIRTFINNTVUES ansTed/Audunssd vasdineu
Ussnagitedud
6 IBNIINTIVEU  ATIVADUAUANAN BULIANIZUDIAIDE4



Tssngnunaasswdnsuseasd auas1vsiil
AMANBALIANIE
a9Lndved 131 Capsule Treatment (AMLSISIE 151-200 mCi)
NUENANTTNARYS NENUTIEIMEY Tsmeu1aasInanSuseasd qQuasIusIll
AN NUUAANTENTWEAGITUFY  NTENTWATITUAY
1. A211ABINTS
a9Lndvsed 1-131 Capsule Treatment (AMUWSIFIE 151-200 mCi)
2.3nquseaen
Duanstuiundad / arsndsded ieldlunuvesvmansdomass Inen1snee, S wavitadelsa
3.AEUUR
3.1 AuanwuzanzlunITesnLuy
3.1.1 Juasunduseduida Sodium lodide ( 1) Capsule Treatment
3.1.2 asundvseduida Sodium lodide ( 1) Capsule Treatment
gnussgegluguuaya (veauds)
3.1.3 fushwnlilugamgl 15-30 © C vise gamgiivies
315 msussiteldou MWdwmiunnaiiae 1 au
3.2 puanvazanglunsldnu
Tngnssudsznu dmsumssnvunsdvsseduuuiiaely
3.3 Aaanvaglumanaia
1 unit dose = %uﬁummiﬁﬂw I-131 Capsule Treatment (AULSISIE 151-200
mCi)
3.4 A3UTIY uaziiuvie ansindvied gnussgeglunivuriivaonsiy uarlfinnsgiunis
Josiudunsgansd
5. Farviundue
5.1 fiegnsldam 14 %u Fuanniuil Calibration
5.2 flaanuen Yu oy U finuseng
5.3 fvuadsiaununveaniinded nounan 08.30 u. vesiuiidvua
5.4 fagny ddduatanununnemansiiuedesinglifnaids
5.5 gavane dlueygaiililuaseuases / tidh arsssdandinauusinayiledud
56 HALUY LR NUAAIUUUTIAIMI AMUNIRTFINNTVUES ansTed/Audunssd vasdineu
Usinaiilodui
6 IBNIINTIVEU  ATIVADUAUANAN BULIANIZUDIAIDE4



