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ANANYAIZYDIYT
Tigecycline 50 mg powder for solution for infusion
(GPU 1160457)
Yoe Tigecycline 50 mg powder for solution for infusion
2. ausutAly
2.1 JUuuy Whunsendausranide

2.2 dlsenay Tu 1 vial Uszneumaesen Tigecycline 50 mg
23 MIULUTTY  UTIRIUAWUUSTRUTIndeuiiaum

2.4 aa7n - suyBen duvsznoumendifyuazanunss Tunde 5’u§umq waviindn
waziavnziousmuelisgedniauuuus sy
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wam'ﬁm'sﬁLﬂswzﬁammwz,ﬂuwmu Finished product specification wag Drug substance
specification 181989 nLadusvatuiieaty Jeldannzfoudennsnssunisemisuazen
NIENTNAIE1TUEY ﬁqﬁmé‘fﬂﬁ’]%‘Uﬁlﬁﬁﬂaﬁaﬁwﬂuaﬁuﬁﬁauwi'm%a’lmjn:im'lmgmmﬁ'w?ﬁﬁlm
frfunils muUsEnIANTENSIENs NG (09 sEysiFuen w.a. 2561 astuit 6 Sunau 2561 (as
Usamﬁ'luiwﬁwmwnwﬁuﬁ 12 quAuS 2562) waEUsENIANIENINEISITUEY o4 SEYRTIEN
(VU7 2) w.A. 2562 asiuil 3 nsngran 2562 (asUsgmelus1visayluneiuil 26 nsnginy 2562)

Finished product specification
19 Test items Specifications
1 | Identification M9 UA U Finished Product Specification
2 | Assay 96.0 - 116.0% of the labeled amount of
Tigecycline
3 | Bacterial endotoxins Not more than 1.75 USP EU/mg
4 | pH 45-55
5 | Particulate matter MR Finished Product Specification
6 | Impurities

- Tigecycline open ring

- Tigecycline 12-oxo-11-hydroxy

- Tigecycline related compound B

- Tigecycline epimer

- Tigecycline quinone analog

- Tigecycline tricyclic analog

- Any individual unspecified
degradation product

- Total degradation products

Not more than 0.15%
Not more than 0.5%
Not more than 0.7%
Not more than 2.0%
Not more than 0.3%
Not more than 0.5%
Not more than 0.2%

Not more than 6.0%
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8 Test items Specifications
Sterility ATINIUAIL Finished Product Specification
8. | Uniformity of dosage units A5996 UM Finished Product Specification
Drug substance specification
D) Test items Specifications
1 | Identification #3796 Drug Substance Specification
2 | Assay 97.0 - 102.0% of the labeled amount of
Tigecycline on the anhydrous and solvent-free
basis
3 | Bacterial endotoxins Not more than 1 USP EU/mg
4 | pH 7.7-82
5 | Residue on ignition Not more than 0.1%
6 | Impurities
- Specific unidentified impurity Not more than 0.15%
- Tigecycline open ring Not more than 0.020%
- Tigecycline 12-oxo-11-hydroxy Not more than 0.15%
- Tigecycline related compound B | Not more than 0.25%
- Tigecycline epimer Not more than 1.0%
- Tigecycline quinone analog Not more than 0.15%
- Minocycline Not more than 0.25%
- Tigecycline tricyclic analog Not more than 0.15%
- Any individual unspecified Not more than 0.10%
impurity
- Total degradation products Not more than 2.2%
Water determination Not more than 2.5%
8 | Optical Rotation -240° to -215° on the anhydrous and solvent-
free basis
NG

L - . S 4 ar " = <y v
winld In-house specification 1%3As1zviniade general requirements w3enwuiildan

nuvdeuly

dl:l‘ L L 4 & = Vd
ﬂiWﬂ‘UﬂWﬁLﬁUﬂLLQQﬂTﬁL’JU (waive) ﬂ‘?iﬂi?ﬁ]ﬁﬂU?Lﬂ?WBﬁ‘i'}E}ﬂ']i!i,ﬂ Thdunanaenans

wanguAsnaInlasueyiRsae

4 a
4. WFouluduq
2 [ = ° ' v & o w oo
HLEUBIIAR BT UL UININAULENANS W'iauaaa’l'a:umimusmmnmﬂma@'mmuw
SNEALLDUANITI

€ A a = @
unngnanigasI wazyRlanie

Use61UnIsunIg

A o

WnATNINEYE weugnn
NITUNS

a 4
‘\'E’\F‘M penn !
NFETNIARAWVS wvnda
nT5UNS




wihil 3/4 naudl 5 nquendhwilsafiaide (onatsuuu 1)

(1)

(4)
(5)

wenansmsléfueyaniunsdeuisusnitesmirelutssnedlne uazduns (declare) unds
Ha
1.1 Tuddynstunsdeushive WWur o2 ne.3 ne.d wie 8.2 udusinsd
- nsduniedalulszmelng mneda ne.2
- ndidusnidiuiensuvsussy wnei ne.3
- ﬂiﬁﬁﬁ;‘?‘]umﬁ%iﬂmnﬁhwivmﬂ NUBE Ne.4
1.2, Awotunsiey ne.1 V30 .1 vesuniiiaunsen WiBNIWABEATITEN1IAIVANAMNAN
mamammmmumummau (finished product specification) LLawﬂJammwﬂmmwmaa
MQfiv (drug substance specification) ﬂimwagizmwmsmawuﬂamr’w’lmwmmu%mm
WUULBNAITAITVOUALY (8.5) wIn5ou finished product specification Wag/w3a drug
substance specification Ingaunlunewiuusemeaussninsiadidnvseiind uazlaiiu 2
U & Judszmadssmasimdidnnsedind
LONATTIUTRINNTFIUNTNENE
2.1. nstdpmanlusemalne guindesiiienarsiusewnnsgiunisedneimunaninudivay
F8nsAAlun1snanen GMP-PIC/S Tneniiagany PIC/S participating authorities vﬁaﬁ
1ONA55UTRMINTFIU GMP Y09 NNUAMENITINTTEMNTUAYEN NTENTNAISITUGY B9
mwumwiﬂaum'maamaadLs,ammmuﬂu GMP-PIC/S Tumsameniilauaie a‘uumammu
saumsnsIvaaulnelinanissusesiviulsenausemasandidnnsedind
2.2. nstlgnindnanandssma fudnfediienansiuseannsgiumskanginamdninmrivay
FBnnsiialun1sudnet GMP-PIC/S Tnemiiaganu PIC/S participating authorities ¥58 US
cGMP wasUszmanin atudiganiuseunisniadey lneilinanisfusesiisiulsenin
Ussmasimdidnnseting wieegnasndn udusnsedl
lonansAMENEATYBIEITIALETIAY
3.1 Han1InsedAsiziguawndn Susiendniaguuesdnin (certificate of analysis of
finished product) Tuaﬁiuﬁdmﬂuﬁ?atﬁ%
3.2. 48130 3197LATIERAMAINTRgAVTBIf181d 1Ay (certificate of analysis of drug
substance) M#lunsuaneniuidaduimetviwesineuarinaningiu

Qs

3.3, Lanmw'%awé’n%'mﬁué’ummé‘fnﬁ'uﬁ‘svwméumswawa&i’mﬁuﬁ”smﬁmm (drug
substance) 98 3.2 nusumswamaawamnm%mﬁmmﬂ (finished product) 9o 3.1

3.4. wan1sAnw long term stability maaﬂmemqwaamw’uumL'utmhﬂumuﬂa’mﬂmmﬁumi
2IMTUATY NTTNTIENTITUGY
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fududTidnds
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Uis%nm%uuma'tu 7%

lBnasaY

7.1 nsdleniliavelilderfuuuy (original drugs) maauLaﬂm‘mammnmmama
(bioequivalence) vasefilauasianyisuiiisufverdunuy Immsmsmauﬁulﬂmm
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ANANBULUDIEN

Dolutegravir 50 mg + Lamivudine 300 mg + Tenofovir disoproxil fumarate 300 mg

o
1. Yo

2. fAoautanaly
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2.2 @usznau

2.3 ﬂW‘UU&"‘Uii"{J
2.4 9a1n

film-coated tablet
(GPU 1160457)
Dolutegravir 50 mg / Lamivudine 300 mg / Tenofovir disoproxil fumarate
300 mg

ueudaviinfudszn

Tu 1 ausgnaudaefen Dolutegravir 50 mg / Lamivudine 300 mg /

Tenofovir disoproxil fumarate 300 mg
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International Council for Harmonization of Technical Requirements for Pharmaceuticals For

Human Use (ICH)

Finished product specification

U9 Test items Specifications
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2. | Identification MTIIIUAI Finished Product Specification
3. | Assay MIIAHIUAY Finished Product Specification
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- Weight Variation
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6. | Disintegration/Dissolution time | #5338 UM Y Finished Product Specification
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ARIENYULUDIYT
Tenofovir alafenamide 25 mg film-coated tablet
(GPU 1043285)

Foen Tenofovir alafenamide tablets 25 mg
2. ansuUAnaly
2.1 gUuuy Wuedfiaviinuusemu

2.2 dwlsenou  Tu 1 Weusenaumesinen Tenofovir alafenamide 25 mg
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International Council for Harmonization of Technical Requirements for Pharmaceuticals For
Human Use (ICH)

Finished product specification

) Test items Specifications
1. | Description (Visual inspection) | #5398um 3 Finished Product Specification
2. | Identification MTIWIUAY Finished Product Specification
3. | Assay MFIUMY Finished Product Specification
4. | Impurities M3 UAY Finished Product Specification
5. | Uniformity of dosage unit MUY Finished Product Specification
- Weight Variation
- Content Uniformity
6. | Disintegration/Dissolution time | #5996 UMY Finished Product Specification
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