UsZN1ATININYIURAU
o & o . .
1399 UT2NIM51A1P0129A U987 97U & 578N VBILSINIUIATBUUAY

Aau35UsENINTIMBIaNNIBTing (e-bidding)

TINTRVBULNUY TANUTEAIR2USENIATIANG DLV T 81 371UIU @ S80S
Y8IlTINGIVIATBULAY A2835UsENMAsIABIENTeilnd (e-bidding) 1AINA1BIUTBIUNNT

Uszn1n51maseil L URUINEY b,omm,000.- UM (@998 UaUMIUEAURUUIMEIY) AINTIENT ATl

#1 Tacrolimus @ mg prolonged release capsule 37U led,000 din

Y139 oo NADY NABNAY &o LA

diudaisuadastutaiaualnsuanmdnguflinniiuaunsauasanunioniifiog

a

Tudutudoiaua Tngdisnuazduanail

o. fButolausvsdosdauanAliiulunmenansussmanadidansedndimue

0. fiudeiauaseaauenrmiszuuistedadnniaigiedidnusetnd Tuiud b
WOASNIBY lndda 5TWINIAT ort.oo U. BIIAT el.oo U. FsanunsadamIsuienarsteiaus
e susfufiusznimauisfuauasian

a o

a. faulaaunsegngavideawazanitlnaaienaisuszninsiadiannseing
10U oeflotbe AU e AANAN bdb HIuIELUTAT edRTeAATsRES Enuseiing
T sus Tudi Usenisaud sTutaussian 1éd L5 uled www. kkh.go.th, www.khonkaen.go.th
130 www.gorocurement.go.th ¥ 91 mIndaeNInsUeazid oai uAuf eriussaziSennm
dnwaizlawy IUseaunuandainreulny KuneIvsAmingneias o-emoo-caoo f modo

Tuansienis

Usenim o Juf o€ paneu WA, béow
‘ r
(w95357dnd wsvaudiae)
WBLWNEZEIYY
fnwmsTudumisgsiuiunisissnguiazauuniy

v

UHURTIUNISUNUGINIYNSIvInva LAY



seazBunnuinuMsIaNIseT Tacrolimus 1 mg prolonged release capsule

$9uau 25,000 win w39 500 naes naoas 50 win

Tsangrunavouunu
1. doen Tacrolimus 1 mg prolonged release capsule
2. auauUANalY
2.1 Juuuy Husiiauauya JUuveengvduY (prolonged release capsule)
dwmsusudsenu
2.2 dulseneau Tu 1 dle Useneusmeden Tacrolimus 1 mg
2.3 AMYULUTTY UsTQluuntagiiiileaesd vi3e blister pack Uneaiin Hosfupriu
2.4 aann - seyfenn, dauvszneumisndiuasauuse, Sunde, Jumuneny,
NG wasiavzleuiiueiegdmauuuussgiug
- mruzusTeeteandessylenn, dlsenausiendifnuas
AL, LaTTiNGn wasunuaenglidaay
3. aueantAnamaila
3.1 Finished product specification : Tacolimus prolonged release capsule
) anauUAnianaie Specifications
1. | USuaushendhgy mi?‘\lchumuﬁizq'lu Finished product specification
2. | Identification m’a‘acimmuﬁszq‘lu Finished product specification
3. | Dissolution mmchumuﬁszq‘lu Finished product specification
4. | Uniformity of dosage units ms’a'iwi’lumuﬁssq'lu Finished product specification
5. | Related compounds / Impurity m’mm"mm’mﬁizu'lu Finished product specification
3.2 Drug substance specification : Tacrolimus, USP 41
¥o anauUANanaiea Specifications
1. | Ysunaushendnfgy 98.0 — 102.0% of the L.A. of tacrolimus (on the
anhydrous and solvent-free basis)
2. | Identification MTIWY
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3.2 Drug substance specification : Tacrolimus (#i8)

4o AuantANIaNAln Specifications
3. | Residue on ignition NMT 0.1%
4. | Specific optical rotation (-110°) - (-115°)
5. | Water NMT 4.0%
6. | Organic impurities
Procedure 1 : n3& impurity profile - Tacrolimus methylacryl aldehyde : NMT 0.2%
Usenausay tacrolimus - Tacrolimus diene : NMT 0.2%
methylacrylaldehyde wag tacrolimus | - Tacrolimus impurityl : NMT 0.2%
diene - Any individual unspecified impurity : NMT 0.2%
- Total impurities : NMT 0.3%
Procedure 2 : A3l impurity profile - Ascomycin 19-epimer : NMT 0.1%
UsznaunaY ascomycin, desmethyl - Ascomycin : NMT 0.50%
tacrolimus, tacrolimus 8-epimer wag - Desmethyl tacrolimus : NMT 0.1%
tacrolimus 8-propyl analog - Tacrolimus 8-epimer : NMT 0.15%
- Tacrolimus 8-propyl analog : NMT 0.15%
- Any individual unspecified impurity : NMT 0.1%
- Total impurities : NMT 1.0%
3.3 WAN15AIIZA Elemental impurity w38il Risk assessment report (WeAONENT
Ussnav)
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° & o - P v a v v
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a o & o5 P .. . . ¥ o
AUNTNYDINANNUNAIUNVUNELIUBU (Finished product speoﬁca’uon) LLasqjaﬂqﬂuﬂﬂmﬂ']W‘an
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[ a

gfu (drug substance specification) nstﬁ'ﬁagjssijmﬂﬂé‘auuﬂmLLf’ﬂmﬁmamscf’famuu
wnasnsvewily (8.5) wwieu finished product specification uag/#ie drug substance
specification  Ingveufluneuiuussnirussnannadidnnsednduasliiu 2 ¥ & Judszne
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4.2 @NENTIUTBNNTFIUNTHENEN
4.2.1 nydlemdnludsvinelve gudadadionarsiuseunnsgiundneniumdninaueiuag
FBnnsimlunisn@aen PIC/S (Pharmaceutical Inspection Co-operation Scheme) lmenuiedu
PIC/S participating authorities vﬁaﬁLanms%’usmmmsg'mmiwammmwé’nmm%‘uaﬁ%'miﬁﬁlu
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4.3.1 nan1snTIiATITRUnNNERSusied i gUveudn (certificate of analysis
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4.3.3 pnansusenangududuruduiusseminjunsiinveringfuvesinendfsy (drug
substance) e 4.3.2 flusunskinvewdadnsiundiiagy (finished product) 4o 4.3.1
1 ddu L L%
4.3.4 wamsfinwl long term stability naenYegveseiFunsilsulifudidneu
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5. m3UsatiuAuszanSnmeiasian (Price Performance)
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vaninaeinsussitiuAuseansninessiaa (Price Performance)
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