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AMANBUSIANIZYDIYT
Labetalol hydrochloride 100 mg/20 mL solution for injection/infusion, 20 mL vial

1. Foen Labetalol hydrochloride 100 mg/20 mL solution for injection/infusion, 20 mL vial
2. qruanlAvily
2.1 guuwy WHuansazareusmmnnidelifid viedmdesoou
22 dmvsgnou a1 vial Usenaumesaen Labetalol hydrochloride 100 mg luansagany
USums 20 mL
2.3 MYULUTTY U351'{.1111Wu:ms'«qmﬁﬂﬂﬂﬂmm% warussyinunUaiuuas
2.4 aamn - szyfeen duvsenaufendidtuazauuse Yunan fudueny Laviinan
waziaungiloussueisgadauuuussysing
- yunTuzUsTRERE eI yTesvietonneimsf dulseneuasug
ATALSIUBIET Laviindn Tuduongliediedniou

3. puauiAnianaila

namsiaswinun wdulusu Finished product specification ua Drug substance
specification Mi81989a nundsivatuidieatu dsldavedeusdedinaunuenssumsemsuazen
nsENsNASIIEY Mainduihiuildsdasaiuatuiiiisurivielmininnaspundusisulasiu
wils sasEn ANy NSNS IIAIAY 1309 EyFTen . 2561 aviufl 6 Sunau wa. 2561 (AaUszmeA
lusmwivamunw Jufl 12 nuaius 2562) wazdseniAnsensasasnsnige 389 seyshaen @Uui 2)

WA, 2562 astuil 3 nangran wa. 2562 (asuszmaluswieayune Juil 26 nsngiau 2562)

3.1 Finished product specification: Labetalol Hydrochloride injection

Test Items USP 42 BP 2016

1.Identification Meet the requirements Meet the requirements

2.Assay 90.0 - 110.0% of the L.A. of 90.0-110.0% of the L.A. of labetalol
labetalol HCl HCl

3.Bacterial endotoxins NMT 1.2 USP endotoxin unit/mg of | Meet the requirements
labetalol HCL

4 Sterility Meet the requirements Meet the requirements

5.pH 3.0-45 3.5-45

Nn3ITuNI3
i =2 ,\f ..................... 2;’5@5‘\ el g @"”"’WS‘(
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6.Particulate matter Meet the requirements Meet the requirements
- size 210 pm: NMT 6,000
particles/container

- size 225 pm: NMT 600

particles/container

7.Free carboxylic acid and other - - 5-[1-hydroxy-2-(1-methyl-3-

related substances phenylpropylamino)ethyl] salicylic
acid: NMT 2%
- Any other related substance: NMT
0.5%

8.Volume in container Meet the requirements Meet the requirements

3.2 Drug substance specification: Labetalol Hydrochloride

Test Items USP 42 BP 2016
1.Identification Meet the requirements Meet the requirements
2. Assay 97.5 - 101.0% of labetalol HCL | 98.0-102.0% of labetalol (dried

(on the dried basis) substance)
3.Appearance of solutions - Meet the requirements
d.impurities/ Related substances Meet the requirements Meet the requirements
5.pH 40-5.0 40-50
6.Heavy metals - Max 20 ppm
7.Diastereoisomer ratio 45.0-55.0% 45-55%
8.Loss on drying NMT 1.0% Max 1.0%
9.Residue on ignition /Sulfated ash | NMT 0.1% Max 0.1%

wewg - *seyiade Dissolution U Uniformity of dosage units....... Wikuulenasuansseazidunna
msnsaiased windlaudslilulu CoAa
- nsdifteaneifouudanisiiu (waive) nisasvaouliassidesrienislaliduwansenans
wingudinanldsueyiRcme

o =
4. Soulvdy 9
at ‘g el o o/ J o 1
4.1 wnarsnsiasueyywlungideushiveuiedmirelulsemalne uavdwas (declare)
WVAINER
W = - Y 4 v oa
4.1.1  TuddAymstunzlousiiugn (ve.2 ve.3 ne.4 v3e 82 uaIuwAnsi)
° = = = v v
412 Tuvelunslou ve.1/6.1 v0seiaussian wieausvaudsniatansaiun
AN YBINENSTNTImuNTungilsu (finished product specification) uay
o s o . -, o ]
dormunnunmussingdu (Drug Substance specification) nstifBgs¥WIN
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- a = v o
Mswasuudaunlaiiudy agdsauuuanaisnsvaunly (8.5) 1wsay finished
product specification wag/138 Drug Substance specification

4.2 \ond "!‘i'%"UiBQ:J']G]'iﬁ’m MINENET

4.2.1

422

nstifiewdnluussmelne drandeidiuinmeaenideiusemnsgiunandn
gIUVANINAETIaNSTRLUNSHARET PIC/S (Pharmaceutical Inspection Co -
operation Scheme) Tneviasau PIC/S participating authorities waiitanans
FUSBNNATHIUNSHARE P LMANINYILALITNSTR lUN AN wB Y
ANENTSUNITOMNTUALEN NSENTIESTNEY Bernuundulnefimuaonadas
Lasvinfisufundninnsinasisnsintunsuanen PIC/S Tumnagiiausyie
ﬁﬁ’uﬁﬁqmmsaumsmﬂaaauimaﬁwaﬂ'ﬁ%'mmﬁai’uﬁﬂ'szmﬂﬂﬁ:n’mﬂm%l.ﬁn
nsiind

nsdidugninthansssema guandesdiionatsiusonnasgumnangim
WANINEUIHENSTARLUNSHARET PIC/S (Pharmaceutical Inspection Co -
operation Scheme) Ingwiaenu PIC/S Participating authorities ayuatgan 1y
soumsnsasulneiinanisiusesiciuiiusenmmlsemesiadidninsindwia
nasngTnuauAnTl
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43.1

4.3.2

433

434

4.4 fE19e
441

HANINTIVIATIBRAUANHERS MeIvBIRHER (Certification of analysis of
finished product) lugnufideiiegne
Nams'am'ﬂ“mmmmmnmwmmmehmy (Certlfcatlon of analysis drug
substance) M#lunstdnenuiidaduiegaiesudneuasgidningiu
wnasviovdngududumnudiusseriniumssinuesingauvesiaendify
(Drug substance) 48 4.3.2 fugunsudnvosndndusidniagy (finished
product) U8 4.3.1 Nn

nan1sAnen Long term stability 13 ASEAN guideline on stability study of
drug product naaataenyuesildtunseulifudinnuannsInTg
2IMNSUATET NTENTNANGITUAY
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454 fueasfesiundsundenlndvuney yiaidaiiamsdenanimdagysents
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455 szuumsiukavdndeeiiifiinnsgiumunaninus GSP (Good Storage Practice)
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