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Sacubitril 97 mg and Valsartan 103 mg film coated Tablet

18081 Sacubitril 97 mg and Valsartan 103 mg film coated Tablet

2. anuauiAnaly
21 sduwu Wuendewila Film coated dmiusuusyniu
22 d@wdseneu  Usenausiesiae Sacubitril 97 me Way Valsartan 103 mg
Tu 1 e
23 awurussy  ussilusssdeaiindestunasuavainuduls
2.5  aan seydoun ei'mtisznauﬁ’:mﬁnﬁ’tyuasmmmai‘uuﬁwﬁ'uﬁumq:.aﬂﬁuﬁm uaziav
nuilouiivenliogndaauuuussysiue
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3. auauUAnIavaie
3.1 Finished product specification:
49 Test Items Specifications
3.1.1 | Identification Complied with finished product specification
3.1.2 | Assay -95.0 % - 105.0 % of the labeled amount of Sacubitril
-95.0 % - 105.0 % of the labeled amount of Valsartan
3.1.3 | Uniformity of dosage unit * Complied with finished product specification
3.1.4 | Dissolution* -Not less than 80%(Q value) of the labeled amount of

Sacubitril is dissolved in 30 minutes
-Not less than 80%(Q value) of the labeled amount of
Valsartan is dissolved in 30 minutes

3.1.5 | Degradation products
-Specified based on declared content | Not more than 0.7%
of Sacubitril
-Any unspecified on declared content | Not more than 0.2%
of Valsartan
-Total degradation products Not more than 0.5%
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3.2 Drug substance specification:

£

19 Test Items Specifications
3.2.1 [ Identification Complied with drug substance specification
3.2.2 | Assay by HPLC -47.6-49.6% of Sacubitril on an anhydrous and

solvent free basis
-50.3-52.4% of Valsartan on an anhydrous and
solvent free basis

3.2.3 | Water of content 4.3-5.7%
3.2.4 | Heavy metals Not more than 10ppm
3.2.5 | Chloride Not more than 500 ppm

3.2.6 | Related substance
-Unspecified each Not more than 0.1%
-Total unspecified related substance | Not more than 0.3%

-Total related substance Not more than 0.6%

WA - *syyratie Dissolution iU Uniformity of dosage units....... likuulenasuanIssazidsana
msnsieszyt wnillaudslilulu CoA
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yoanan usauiitunudou (finished product specification) s MMuUARIN YD
WAL (drug substance specification) nscﬁﬁas,jiwi'mmmﬂ%uuﬂmurﬂmﬁmﬁu
LABIUUVDNANTANUNNINEBNSVBRALY (8 5) 1IMsDY finished product specification
waz/u13e Drug Substance specification
4.2 [ONANTTUTOATTIUMTNERLD
421 nsdfomaslulsendlve fudedesdidiuinmerendidosusonnasgiunisnaneiniy
wanneIBNsARluN1SHARE PIC/S (Pharmaceutical Inspection Co-operation
Scheme)laenaea1u PIC/S participating authorities M3ailleNa153UTBINTFIUNIHAR
BPNUMANINEUT LAY NS TR UNTHARE1VIETINAUANIZATINNTOMNSWAZEN NSENTN
amsnae Fstmuntlasdinruaenadeuasiniisuiundninasiuaydsnsiintuns
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Kanen PIC/S Tumnaiiaueus atudaanmuseunisasiadeulneinansdusesieiui
Ussmadsznansimdidninsiind
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wanNeIBNsARlunIsWAREY PIC/S (Pharmaceutical Inspection Co-operation
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fuansiusesiviufivsemauszninmadidninsindvienasnerginudausinsd
4.3 WONASANNMYBILTLAUDTIN

431 WAMINTIVIATIAANNINKENSNTVRINER (Certification of analysis of finished
1 A | 1
product) lugngundasiaeng
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4.3.2  WaMIAATIRAUNWINGAUTBIMEAATY (Certification of analysis drug substance) ¥

L
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U

433 enarsiowdngrududuanuduiusseninsjunisnanveingivuesiienddty (Drug
substance) 99 4.3.2 fiugumsninveandndnsidniagy (finished product) 48 4.3.1
434 wan135Anw Long term stability mu ASEAN guideline on stability study of drug
] Al u.g = o ar
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4.6 \enansdy
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Sacubitril 97 mg and Valsartan 103 mg film coated Tablet
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5.nunUseliulseansniweasnan (Price Performance)
Sacubitril 97 mg and Valsartan 103 mg film coated Tablet
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