20 NP 2562 #1990 3

qmé’nwmmammaqm
Unnge Sodium chloride 0.9% injection 100 ml

.@emn  Sodium chloride 0.9% injection 100 ml

1
2. qmﬁmﬁ'ﬁﬁ'fﬂﬂ

2.1 3Uuyy hiansazanala Usieninidle dwduin
2.2 druilseneay Ussnaumedien Sodium chloride 0.9% TunugusTguuie 100 ml
2.3 AUUBUTTY urilunvuggaudananainuunm 100 ml flausnuSinasuuu Open

way Close system
‘ﬂl 1 o« a s s ~ a’ Q,J A
2.4 28170 - 35‘[}1‘?1883 ﬁﬁui}'ﬁb’ﬂﬁmﬁ'}EJ']ﬂ']ﬂﬁBuLLﬁgfﬂ’J’]ﬂ-lLLi\'] TURNEAN ?Hﬂﬂﬂ’]&! taun

rinuaziawmsiouiiuet Hedredmauuuussysios
1) £ dj A‘-‘j 8 1
- UNATUBUSIYRE NlpeRBtTs YT Vadienan1sdn daulssnevuay

YPWINABILTIVEN LauTInGn wayTuduanglidaay

3, AANUANIUNANA

N’dﬂ'ﬁm%ﬁmi'wﬁﬂmmwﬂulﬂmal Finished product specification wag Drug  substance
specification ignaBannuadasiuntuiertu  dddamefoudedineunnenssunisemsiasen
ﬂi”%i’ldﬂ’]ﬁﬁmﬂ‘ﬂ muma'*umvaﬂ,%maaqmmmu'auwmaummmlwummnmmummmsu’tﬂmiu
Wil mum“mﬂmmmammmamz,iaa TPUAITEN WA, 2561 asTufl 6 Suren 2561 (assemaluse
namuwﬂmauw 12 nuAWus 2562)

saiflumnsfiansen 1ﬁ§uﬁ’umaaﬁﬁ%mﬂmsﬂﬁumiﬁﬁmmma

3. 1 Fmished product specuﬂcahon

Mo | o Testhems . USPAD-NF35 |
3.1.1 Identlf cation mwmumumw’[u Finished product spe{:lf cation
3.1.2 | USunaseddey 95.0 - 105.0% L.A. of Sodium chloride
3.1.3 | pH 4.5 7.0
3.1.4 | Sterility m’m&hummﬁixﬂu Finished product specification
3.1.5 | Particulate matter/mi |
- UM > 10 TalvAu 25 81411A m’ﬁwhuma}ﬁi%qiu Finished product specification
- w1n > 25 Lm Jliifu 3 aynoa
3.1.6 | Bacterial endotoxins Woenii 0.5 USP EU/ml
3.1.7 | Iron LaitAu 2 ppm
MBS - nsdfilaavaifusudiniady waive) msaraseulinneidela Tiunansonans

vingusananildiusydiinsaamsidaudoe
- Drug substance specification #iansananluiinmesivesdnds drug substance sty
Angest drug substance vesfrdnenduiazy atulaadunis Taefinmsnaiiemeiagu
vt

4. N1393IVTBUALNK

AENTIUNTSAMURARAN UMWY

b
o \ \ } Ll
Uz 2 ato. ... 20 elnd s 3 asde., ’ ..f o TTUANT

w £ = =
(EMIWN Yaeian) (nsETnge v wadunsad Sum)
AARYAIEIATIEYE981 Sodium chioride 0.9% injection 100 ml




20 unsIAN 2564 w1 2 990 3

5 . _ T
HANTIATITIATIEVANA WAL Raw material specification aemnulou

5. douludug
5.1 ﬁ’]m’m’lwd'l‘c‘jL’e]ﬂm3ﬂ']ill,ﬁ%“l}a‘lgmuﬂﬁl‘?ljluﬂ3Lﬁﬁluﬁ’l%"UmLﬁ@ﬁ?’mﬂ’l‘EJIuﬁizL%ﬂ]LWH uazdmag
(declare) unaaniin
5.1.1 Tudhdgmistuneilousifue e.2 ne.3 ne.a vie 6.2 whudnad)
5.1.1.1 Tunsdhfueindnlulszmalng (rnede ve.2 via 8.2)
5.1.1.2 Tunsihfiugniduiienisuisussy Gansdia ne.s vie 8.2)
5.1.1.3 Tunsdifuanindranndalsame (maneis ne.4 wie o.2)

5.1.2 ludwetunslous ne.1 vaseilausinn wionneasdeavdanismunugunm
vasuansniauiidunsifouly (Finished product specification) wazdasmuanammuasingiu (Raw
material specification) nidifiegssniumanAsuandlufiuduesdssuuuena e
yaansvandluumieu Finished product specification Waz/%98 Raw material specification

5.2 Tunsdifenwdsluussmelne fdadasdidunnmeewideiusennasgninsdne au
FENBEIE NS UM AR RN NTNAIE1TIEY (GMP w3 GMP/PICs) lumnseniauenntatiu
drganmsaumInsday Tneiianisdusesdiviuiiauenauey Tufindne

Tunsdiduemindhandassme guandosdidunamaemidefussuwnnsgunisudng
pumdnnneiIsnisRlunisaneventszmeidn w3 Certificate of pharmaceutical product atfu
dvgamaunnsiaasy Tnefinamsiuseadsiuitavesauay Tuilndne nsdifuatulldaulne
WIBN Y IEING Y ﬁ@ﬁlﬁ%ﬁﬂ’ﬁ%}‘lﬁaﬁﬂﬂULLU@I@HHQ’]U‘EQMH]EM‘S%?WU?Smﬂﬁ?u

5.3 dunameigenasnadn e wIsYa AT

5.3.1 nananTIvileseiaan nkdntmivesan (Certificate of analysis) lusnuiduiiy
fada

5.3.2 mansnsaviianziguawingiu (Raw material) voadeddildlunisuanoud
dufhusoshoiesudneuasindningiv

5.3.3 nadifuvzieuennand 2 § sxdesddwunamdissanisanu Long Term Stability
ameniiuianislungdousuwdn

5.4 A9 ,

5.4.1 faveadesdsinogesiagon 1 wiheusigingd Fafufununanieazden

nsudhumuiiuusluidenuanivalu iy
5.5 msUssiunanmeiidaey

5.5.1 orguaseiiduoudeddldhifoondt 1 U furniudaen

5.5.2 gmnaaniidwey awfesdsdnnmdaluusemansiingeiofuiidwouasidn

553 Iuﬂiﬁiﬁmmsiﬂﬂuﬁ'lmiajuﬁaaemmﬁdmauLﬁaﬁwmﬁﬁmwﬁﬂmmw MIBNUILN

e @t 1

wildefasvasagree lnofupesfoseiindnmusnuimisnudmiainegiuas
LY ) ar 1 . = = 1 M o
fEufinvaumiddidlunansniinneigunimuaransinnsgiu (Reference standard) unsdliwuinel

5

;‘i‘]u”lﬂmmﬂmé’ nupiamy mbenueanudniiliuiasuimsaueTirenfina e sneuay/ 3D

2

3
= s [
EnanlunTaraly
ARENTINNSTIUARMA YL IaNE
::x:* <, : Spad 4 o
L. aﬁa(i/(f’%gmﬂszﬁw 2 aa.... Xl s 3 adde. MDD T s
(isarvigun yeeden) (usaTanien ganing) anadonsd fua)

fnANERERNETBEN Sodium chloride 0.9% injection 100 ml




20 ung@s 2564 Wi 3 9n 3

5.5.4 fnedpsunAsunauynnsdidieslndmnaty wuneny wiededamadouanimion
sruslaglaifideul
5.6 Q’mEJSuaauﬁ%ﬂﬁwmmmﬁaawﬁmLﬁmﬁ’uﬁmwé’wmmiz@jﬂﬁu Fygnnuguies e
vioguesedudenou
5.7 fuebuseniinglionidndyaneunsuimus Tunsdaoluil

o
2
g |

' o W ' o oo ar o ' |

5.7.1 whanwresniudayannisdndesmeviameiuileemiesmunshuaagunind 6
WIBNTENTNEG T

5.7.2 sansguasaiasesianimnnsinermandnisuwndli dulnamnesgu

5.7.3 wansndewiaigndeniiviuaniswaialaedinnuanenssunisemsiazen
luhaanvedyymedossen '

- o c‘qf 1 1 2 n:i\ 8/ar
5.7.4 yuillgwnanmaneinduniiesdmeanegienlasuen
5.7.5 wihsamlavinnisdrenemsidasnanntadelsmeuna
5.8 whenutearudvilifuinsusdainsieniivssifgnienfuiulasdingy

AalznTINNE I TLazen Tuszasat 1 ¥ dawfudssmeadssmasiedlannseiing (Electronic Bidding:
e - bidding)

ARENTINNTIAUAUATI Y0 IaNTE

. 5, o)
4 I's o fhap pdanst
2 aefo. el ngsums 3aede. Gl T A55UATS

(Mg Yo dzh) (naEniam uaninu) nadonsed funi)
BUANWIMZIRWIETE987 Sodium chioride 0,9% injection 100 mt




