AMANYUZIRNIE

Sodium chloride 15 ¢/100 mL rectal solution 100 mL
GPU 761784

1. %'asn
Sodium chloride 15 g/100 mL rectal solution 100 mL

2. pruaudAaly
2.1 JUuuu Wuasazaredmiuamumms
2.2 d@wlsznay  lu 1 ween 100 mL Ysznaumesen Sodium chloride 15 ¢
23 AWUPUSIY USIPuvaRRTd MiUAIUNINS
2.4 aan aanedesiveruszylisgnetiau liaudouiaswgady
- yumwuEUssY etnoedetsyydenmiatiomensdn diulsenouuazeuinaany
Wse YL Laﬂﬁwﬁmuaﬁuéumq
- vuuTIRAuT syfiesn duvsznausendiduaarauss Tukdn 'Yuﬁ”udqq

WINRAR wazawnetiousiisuen

3. auautRnmatia

o v '

31 gudndngiudenddgsiosinumsivsesnaspumsedatngiuiieddymunnsgiu GMP,

WHO-GMP, PIC/S (GMP-Pharmaceutical Inspection Co-operation Scheme) #3aifiguivin

32 gudnendniagudiesinunisiuseanasgrunsadaeimumasgiu PIC/S viaifiguivi

33 wamsnnvlnseindadusildulusnn Finished product  specification gy Active
pharmaceutical  ingredient  specification  #<ldnnilsusied tinuANENSINMIIMNTUATEY  NSENTI
a15750aY Tnsdaaduluaudefmusuazanmsgussmdinseidisndesnewunsgu (Official
Pharmacopoeia) Tussenle dsewile Adiuwivislusinindseralszmansensasisugy 3os sey
e WA 2561 asidl 6 Sunau . 2561 (UszmAluTwRTIYUNY 12 NUAIWUS we. 2562) wazUszna
NIENTIENGITUGY 1309 55U @TUT 2) wa. 2562 asudl 3 nangnaw wa. 2562 WUsznAluseisanyunmn
26 NSNHIAU W.A. 2562)

nsditliusinglusdistenla q (Non-official Pharmacopoeia) fafimuanmautiinianaiia fos
Usznaudin Universal tests uay Specific tests sudaimunuazinnsgruluvaimsdangiiidmualilushs
81 ﬁ'lﬁ%UEULLUU'L?N 9 (General requirement for dosage form) 3@ The international Conference on

Harmonization of Technical Requirements for Registration of Pharmaceuticals for Human Use ({CH)
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1.

wuuvesusearidunefiaus 1ay download ledulediendunssy Tsmenuiauvsivuasidosing

https://hospital.med.cmu.ac.th/pharmacy/ w3aau link Tuusenia=

duunamanauaaInWRdRtagie 8800 A1UEUTTY WarusIASusien

dunanatsiiiven swive uaz/vien wsenge Alsduiuamenssumsanmsuaze

3 ay o o Qs 3 . < Q.vl v 2

duwnena1snsTuvstdoumidusn Wuu M. 1, Ny, 2, .8, 3, N, 6, 8. 1, 8 2 waiuansl) st

warndmiauruasidvanadnvasiansvwndidagluesdormuaussgure i nmsims o

(Finished product specification and analytical procedures) Atunzidoull
nsalfimsidsuwdasunlonemslunsidowdifuen  iuudiwdmvendlowfouwdas  wuu

7.8.9, 8.4, 8.5 WEwAnTd) N wsauiusiy

dumdsdeiusewindueiendniagy (Certificate of Pharmaceutical Product) nsdlaniviadeaain

ANUTENA

° o e a w fa = a .

drumilsdeiusewnasgrunisudne a1 undninueisn1sAatun1sudne (Good Manufacturing

. P 14 s < s ’ o i 1
Practices; GMP) lunmiaaiifgdosivefiiave @Uuageausaunisnsnasulaedeglutanainis
$use9) lnemasUsenaudiy

s °  as

6.1 dnumivdeiusemnnsgruntsndnimundninasisnisialunisedaingiudaenddy (Active
Pharmaceutical Ingredient : API) vaagudiningausenddty (APl manufacturer)

6.2 duumidofusesnasgriumsuinimundninusiisn1siimiunisudauda fudisrduiagy
(Finished product) vesgranndndusiendniagy (Manufacturer)

6.3 duumidsdefusewmnsgrumsudngiarundninueiisnisidlunisadnadadudorduiegy

}
a 9

(Finished product) vesg{uususiguininis (Packaging) (awgnsdliifnanenduiagunaviuoussy
sinedeuariiogiu)
fuumidesuseanmsgumaiuinwmuagnssaensamdnnusisnsilunsifuinm uaenssang
#1 (Good Storage Practice / Good Distribution Practice (GSP/GDP))
d1u1 official monograph 13181 (Pharmacopoeias) 748198l Active Pharmaceutical Ingredient

specifications wa¢ Finished product specifications Usgnauaiy
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10.
11

12

13,

8.1 Official monograph i Pharmacopoeias #4843 Active Pharmaceutical Ingredient
specification vownanTngRuiEdAYy (AP-Manufacturer) (613)
8.2 Official monograph tu Pharmacopoeias #l4§198¢ Active Pharmaceutical Ingredient

specifications vasinane1dnTagy (Finished product - Manufacturer) (631)

8.3 Official monograph lu Pharmacopoeias 481434 Finished product specifications waaénﬁmé*n

dusagy (thil)

dun Active Pharmaceutical Ingredient specification

-

9.1 dwun Active Pharmaceutical Ingredient specification tostindningfiusaendrdy (API-
Manufacturer)
9.2 dwwn Active Pharmaceutical Ingredient specification vasindnedn3agu (Finished product -
Manufacturer)
d1un Risk Assessment Report for Elemental Impurities (6131)
dwun Finished product Specification vasindne1dniagy
1w .

dumisdesusamanisitasieyt (Certificate of Analysis : COA) lujunisuanndeinatag (nseilvids

o« » < . a J & lﬂ” - LY 1
ee1een) wiajunsuaandiliduoigeilullaglu Tassessenauludie

v - W o

12.1 duumideiusemamsinmeiingAuiaenddty (COA of Active Pharmaceutical Ingredient)

A

Tngdnalsenaume

Y oa e

1211 dwuwildsiusemanmsinieivasindningiiviaed ity

d
12.1.2  duumidoiusemanisiasevivasniandadusiendniogy

12.2 dwumledoiusemanisilasesindnineidniagy (COA of Finished Product) vasnannansiast
odusagy
1221 dwumiideiusemansinsiziningudandndusiordniagy (Manufacturer)
1222  dwumiefusemamsiesininguieusseins (Packaging) Gawznstifigudne

dnfaguuazguinussynedouariiogiv)

12.3 wingwiudumudiiusvasiumnin veeingiviedrfiguasndndusionduiogy (ivionsd
laifisey Lot. vasimgiivluenans COA of Finished product)

12.4 wingrumsimaeiamunmetlnowienuvasls (i)

dunenarsuanman1sinyinuaa (Stability data) lagdissUsenaudae

13.1 dUUNBNATUARINANTISANEIAILARISEILEN (Long term stability data) ﬁnwmumqmﬁ
Awualivuaain/ussydiue

13.2 dunenarsuanmanisdnyiaunialuaniieise (Accelerated stability data)

13.3 duuenarsuanswansfineiruAIsEeLe (On-going stability data) Uanam
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15.

16.
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18.
19.
20.
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o e L |
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< v oo
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GawiEssniseiiieidomsadnd)
lonasuanInsUTEiuguamenfidasunianameiledofiisus lasioasdunmuide “ns
o = »
Usziunmunmeidaay

Vel o
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Y]

£y}

i iiazuuusITuawinGY 100 Axuuy wuaduy

L. mnfiiaue (Price) 40 vl
2. aunwuayauauTRTiiuy sslenitenasunis (Performance) 60 aziuu Tnailinueinisyssiiu

Performance f9m1514
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