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Tacrolimus 1 mg capsule, hard

1. ¥o81 Tacrolimus 1 mg capsule, hard

2. qruaNdEnaly

21 guuuy Jusuaugasiinduusenu

22 @wlsenau  Usenauseden Tacrolimus 1 mg Tu 1 uia

2.3 MYUBUTTY ussglunusdaaindesiunauazaanuiuld

24  am - szyfeen druvszneufedfyuavauusyiundniuduengiaviingn uay
wwnetfoushivenliotnsdaauuuussyioe
- vumrurUTTYRIeEessesssylesmiadenenisfdiulssneunas
AL aTTEn AUy iTau

3. AuduUEinIunaila

3.1 Finished product specification:

i Test Items Specifications

3.1.1 [ Identification Meet the requirement

3.1.2 | Assay 93.0% - 105.0% of the labeled amount of
Tacrolimus

3.1.3 | Uniformity of dosage unit Meet the requirement

3.1.4 | Dissolution
-Not less than 75%(Q) of the labeled amount
of Tacrolimus is dissolved in 60 minutes

nIsunNi1s

(wey. Ununs Ala) (neyya3uvs wieedengm) (ney.010A3 aued)
GPU 209037 [V2410]



3.2 Drug substance specification:

& Test Iltems Specifications
3.2.1 | Identification Meet the requirement
3.2.2 | Assay 98.0% - 102.0% of the labeled amount of
Tacrolimus on anhydrous basis
3.2.3 | Residue on ignition Not more than 0.1%
3.2.4 | Specific rotation -110° to -115°
3.2.5 | Water determination 1.9 to 2.5%
3.2.6 | Heavy metals Not more than 10 ppm

o =
4. Joulvdu 9

4.1 wnansmslisueygniunsdowiiueniiosminglulssmelne uazdiuna (declare) unawan
411 Tuddynstunsadousiiuen (Me.2 ve.3 ve.d wie 82 udusnsdl)
.12 ludmetunsndeu ne.1/e.1 vesnilauesian wiouseazdoadenisaunuaunmes
wanAusTouAitunzdou (finished product specification) wardarmunnanmuesinghu
(Drug Substance specification) nicﬁ‘ﬁiag"iw’i'uﬂ'ﬁl.ﬂﬁﬂuu,ﬂmumﬂLﬁuLﬁu FHDIUUY
wnansn1svaunly (8.5) uwiey finished product specification wav/w3e Drug Substance
specification
4.2 W@NANTIUTRIINTHIUNTHARYY
021 nsdifemdnlulsamelne guandeaiduunnmdienlidesuseunasgunisudnginy
wanineesnsialun1sanen PIC/S (Pharmaceutical Inspection Co-operation Scheme)
Tnevihsau PIC/S participating authorities #383laNaNIUTRNINTFIUNSHANLIAY
MANNETLAL TN TR UM INARIYBIdITNIUANENTINNMIOIMITUATE ATENTH
amsngy srmuniulaeiimiusesndoaniafisuiundninasiuasimsiintunsin
g1 PIC/S Tumnanefiauens aduagamuseuntsnsisasulneiinanisiusesdieud
Usgmesznmasiadidninsing
422 nsdidugninihandnaseme guandesdiienansiusounnsgunsudagni
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WaNINIASNSARLUNTSHAREN PIC/S (Pharmaceutical Inspection Co-operation Scheme)
Tngmuheeu PIC/S Participating authorities atuagamusaunmsnsvdeulnasinanis
fuseadatuiivsemelsymanadidninsindvienasnorgwudausinse
4.3 lonansAuAMYBILTILaue I
431 WAMINTIVIATITNAUN KNS UNVDIHER (Certification of analysis of finished
product) '(.umiuﬁﬁqﬁ‘wd”m
432 WaMIATIEARUANIRgAUTBIRINdAty (Certification of analysis drug substance) 7y
lunswaneiuiidadushetiaiwesiuansuazuaningiu
433 lenasvsendngiududuanuduiusseningunsuanvesingiuuesiiendnty (Drug
substance) 10 4.3.2 Auunsudnvaniniugidniagy (finished product) 4o 4.3.1
434 wamsAnw Long term stability aaeatasenguesenildtunsdeulitudninay
AIYNITUNITAIMNTUALEY NTENTRANTITUAY
4.4 fegen
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