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AMANYUZIANIZYDIYN
945371: Amino acids 600 mg film-coated tablet

1. aruauAvialy
1.1 guuuy Wusudawdouilau (film coated tablet) dwiuiuusenu
1.2 d@uusgneu i 1 Wie Ysenausme KetoAmino acids 600 mg
Alpha-ketoanalogue to DL-isoleucine calcium salt 67 mg
Alpha-ketoanalogue to leucine calcium salt 101 meg

Alpha-ketoanalogue to phenylalanine calcium salt 68 mg

Alpha-keotnallogue to valine calcium salt 86 mg
Alpha-hydroxy analogue to DL-methionine 59 mg
L-lysine-acetate 105 mg
L-threonine 53 mg
L-tryptophan 23 mg
L-histidine 38 mg
L-tyrosine 30 mg
Total calcium 50 mg
Total nitrogen /tablet NMT 36 mg
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1.5. MsvadauauaNtanaly

A il . a1 &
1.5.1. aruanTAves film coated tablet §in1suaneua/nsnsa Universal test faseluil

4o Test Acceptance criteria
1. | Description/Appearance Complied to finished product specification
2. | Identification complied to all requirement of all specified

procedures in the test on Reference monograph

3. | Assay complied to specific test of Finished product
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D! Test Acceptance criteria
(Shelf-life COA only) (2.1)

4. | Elemental Impurities analysis Complied to finished product specification or
/Related substance specific test (2.1)
(SoiARHRLIR0IN, BHe IR (Fossenunalofifmnnin Reporting threshold)
drug products, FDA euidance for industry (August
2018), USP<232> <233> <2232>, BP
supplementary chapter IV Q , EP general text 5.20)

5 | Dissolution test Complied to finished product specification or

specific test (2.1)

6 | Uniformity of dosage forms Complied to finished product specification or
(USP) or Uniformity of content specific test (2.1)

(EP2.9.6)

1.5:2. qmauﬁ'ﬁmaq Active Pharmaceutical ingrecient 3n5uanIng/n13n3av Universal test

Faraluil
70 Test Acceptance criteria
1. | Description/Appearance Complied to Active pharmaceutical ingredient
specification
2. | Identification complied to all requirement of all specified
procedures in the test on Reference monograph
3. | Assay complied to specific test of Active
pharmaceutical ingredient
(Shelf-life COA only) (2.2)
4. | Elemental Impurities analysis Complied to Active pharmaceutical ingredient
/Related substance (cH specification or specific test (2.2)
Q3A,Q38,Q3D(R1), Elemental impurities in drug
products, FDA guidance for industry (August 2018), .
USP(A1, 82)<2325,<233>,<2232>, BP
supplementary chapter IV Q , EP general text 5.20)
- Organic impurities Meets the requirements
- Inorganic impurities Meets the requirements
(Elemental impurities
analysis) Or
- heavy metal (USP39, 40) NMT 20 PPM
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D) Test

Acceptance criteria

Residual solvent (ICH Q3C (R5-6),
USP42 <467>,EP general text 5.4,
BP appendix VIII L, JP17
supplement1 p.2634-40)

Complied to Active pharmaceutical ingredient

or specific test (2.2)

5 | Microbial limit test

Complied to finished product specification or

specific test (2.2)

2. pruanUANIImAila

nan15n3293tas1eiama ntduluniu finished product specification uay

Specification of Active pharmaceutical ingredient (API) fignsdennindassuatuiieanu dala
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2.1 Finished product specification (in-house)

99 | Specification of finished product Acceptance criteria
1 | Appearance Complied to the finished product specification
2 | Identification
® Keto acids Complied to the finished product specification
® Amino acids Complied to the finished product specification
3 | Uniformity of dosage unit - Acceptance criteria
v 2 B
& | £ g
2|2 ¢
WHiE 10 The acceptance value is less than or equal to

L1%
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98 | Specification of finished product Acceptance criteria
| L2 20 | The acceptance value of 30% units (6 win) is <
| L1% , and no individual content of any dosage
| unit is less than [1-0.01XL2)M (5%) nor more
| than [1+(0.01XL2)]M (10%)
4 | Disintegration time < 60 minutes
5 | Dissolution (release of calcium) >60% of labeled amount after 40 minutes
6 | Loss on Drying 3-5%
7 | Assay
Alpha ketoanalogues of DL-Isoleucine, 90.0 — 110.0% %39 67.0 mg + 10%
calcium salt of the labeled amount
Alpha-Ketoanalogues of leucine, calcium 90.0 — 110.0% %38 101.0 mg + 10%
salt of the labeled amount
Alpha-Ketoanalogues phenylalanine, 90.0 - 110.0% %38 68.0 mg + 10%
calcium salt of the labeled amount
Alpha- ketoanalogues of Valine , calcium 90.0 - 110.0% %38 86.0 mg + 10%
salt of the labeled amount
Alpha-hydroxyanalogues of DL- 90.0 - 110.0% %39 59.0 mg + 10%
Methionine, calcium salt of the labeled amount
L-lysine acetate 90.0 - 110.0% %38 105.0 mg + 10%

of the labeled amount

L-Threonine 90.0 - 110.0% %38 53.0 mg + 10%

of the labeled amount

L-Tryptophan 90.0 - 110.0% %38 23.0 mg + 10%

of the labeled amount

L-Histidine 90.0 — 110.0% %58 38.0 mg + 10%

of the labeled amount

L-Tyrosine 90.0 - 110.0% %38 30.0 mg + 10%

of the labeled amount

Total Calcium 95.0 - 105.0% %38 49.7 mg + 5%

of the labeled amount

* 9340 Dissolution Wa¥ Uniformity of dosage units TuULENAITUAAITILAYIBYANANITATIY
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griidneglungu BCS class 3 fases Dissolution test agatior 3 batch nsuén

- psdifeanztouudanisiu (waive) MInsasaauiinszisnenisle Iduuwansenansudngiu
fananildueyiiise

- Specification of Active pharmaceutical ingredient (AP) #19135841910TUT ATV IINER Active
pharmaceutical ingredient (API) %158 TuFLAS124 Active pharmaceutical ingredient (API) YBIEHAR Y
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3. n1sUseiuA1UsEaNSNInAes1A1 (Price Performance)

S1aLLSEANLLENATS 1389 NMsUsEUAUSEEVSNMABI1A (Price Performance)

4. WNENTN LY lWNISHANTN

nansiildlunisinnsanauamenizosdduienatsnionsrymneauenasaua iy

analull

1)

2)

5)

1.89%9 ....

dunenansiduen nwlng waz/mssn wdangy
i el [ L3 =l 2 [} 1 a1 Lo
wurewn: Tunsdfiflvefunuvazdesiitonarsuansdoudldveseniiinumiiuses

AT NITUANENTSUNITEIMITWarET uansinetuiideusld daarTsels Javuly

deuwhdusduwuluruineildlunissnvsiiu wasiinsszydennusiountsldeld
Tuenansfiniuen

AMUNENAITUARITBAHUURAINYBINTLTUTTY (WHIEMATNEBIEN) puildtunsdouls
Fuurdivatunsidouiifuen (wuu v.0.1 w38 8.1) asunnwiy nieusiazidennu
Snvasanzrssndiiagiuasdofmunuinsgiueesisnsisieien (Finished Product
Specification and Analytical Procedures) fRunsfouly Tnedesdnedadueniiuseni
NSENTNANSTUAVSUTDIMIB IMIINAUTEN A

NN nsdifieysywinsvadsutawudlvitiinnmivasdorimununsgruli
A0nRERINNLMIIEIUSEMAT LTI B TINadARA I NNUANENITUNITONNITUAZEN
Tuuvdiurveudludsuwdassienislunsidousifuen (Wuu n.e. 9) wie duuiAve
uhludsunvasenishunsadeusiiuen (wu e.5) inwieuiume
Sunluddynistunsdeusiue (Wu ve.2 vide ve.3 v13o ve.4 w3e 8.2 wduAnsal)

4.1.1.nsdiemanlutszmalng (ne.2)

4.1.2 ns@inemindiiemsuwaussglusenalng (ne.3)

4.1.3.nscimemidhanlsemne (ne.4)

yanen: nsdiiinisiua suwlasuilod fuaygnuasanuiings Wiuuudiundweudly
Wasuuasemslunadeusiuen Wy ne. 9) vie dundweutludsuwlassenis
Tunsfoumniusifenfuguaugauazaniuiings (wwu 6.0)
e’hmwﬂqﬁa%’umwmsgwmwﬁmewmwé’mnmﬁ%miﬁﬁlumwﬁmm (Good
Manufacturing Practices (GMP)) /PICs (Pharmaceutical Inspection Co-operation Science)

Tagvtnea PIC/S participating authorities atUAEARINIBUNMIATIABY THANITIUTOS
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s = s

-] oo ot = al == =i =
a']LuqﬂUQﬁ'ﬂ?U'ﬁa'ﬂu'\ﬂiﬁ"IUﬂ”ﬁNE‘W]Ej'Tm'll-l'lﬂaﬂLﬂmm?ﬁﬂqﬁwmuﬂqiNamqmq@]Um']Eﬂ
ddiey (Certificate of GMP Active Pharmaceutical Ingredient (AP1)

el at (=3 ar o e e (=3 = ar w
ﬁ'\LUW“uQﬂﬂ'ﬁUﬁ@ﬁuqMiﬁ"IUﬂ'ﬁNaﬁ‘- EJ'I‘;‘I']:LI‘M@ﬂtﬂmm'lﬁﬂ’ﬁﬂﬂ'luﬂ']'iﬂﬂﬁﬂafﬂﬂm'nﬂ']

E’!"u%i]gﬂ (Certificate of GMP Finished Product)

= 8w ! Y a v = & oA W a o « %
6) Tuns@imdugningiannaisdssina amammaauﬁ’nmuueaasmmmamnmm (Certificate of

pharmaceutical products, CPP) wIautida5useanns9nuie (Certificate of free sales,

cFs) lumnasiauswe atuaraamusaunsassdeulaeiinaiusestsiulsymeausznin

377

7 wnsgruvesdaimuaguaningiuiieid1fy (Active Pharmaceutical Ingredient

Specification) uaznandusiendnsagy (Finished Product Specification)

.

T2

T3

duunannsguingiusiendidey (Active Pharmaceutical Ingredient Specification)
wazamsgIuKAnAueis1dnsagy (Finished Product Specification) Tag szysi13nen
(Pharmacopoeia) #8198 amsiiassilasanasgruegaiosdoadulumuderimun
uaxmmsgwwmmﬁLﬂswﬂuﬁﬁwaﬂﬂﬁ'ﬁwmﬁa AU SENIANTENTINEANTITUAY
Foe sy

d11u1 drug monograph Ypanaf81d1A%y (Active Pharmaceutical Ingredient) ua

s o &

nanueie1d@niagu (Finished Product)

nsdATaqAudu1dfsy (Active Pharmaceutical Ingredient Specification) w3e

wanAusiendnsagU (Finished Product Specification) litsanglusing (Non-official

pharmacopoeia) ABIUARAINANFINT uwﬁmmg'}wmm‘ﬁLﬂiqsﬁu‘flu‘mmui}'wﬁaﬁa

Tosialuil

7.3,1.ﬁ’a'faﬁ"mumua:mﬂsgwu‘umn'1‘ﬁm's'1zw"l.uﬁ'mm‘uammwﬂﬁ.ﬂuamﬁmm The
International Conference on Harmonization of Technical Requirements for
Registration of Pharmaceuticals for Human Use (ICH) %39

7.3.2 S0f IMUALATINATEILYBINTIATIEVERER (In-house process) fiaonndnety
ICH Guidelines %30

733 fetmusuarinaspruiiluveinmsieneintmualilusie ssela dme
yil AUSENIANSENTINATNT0AY 1389 SEYFNTIEN ﬁw%’ugﬂuwmﬁm
(General requirement for dosage form)

a

wareme: Jafmuaguainingiuiiendiy (Active Pharmaceutical Ingredient

Specification) wasnamsTausiurduFagu (Finished Product Specification) Aa58198491M#131

Beafunaratudienty enduusnsdiidsoideimunuazuinsgiurensitases
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8) Aiuwnlidesusemanisiiasieyt (Certificate of Analysis (CoA)) lnesasusznausie

8.1. dwumisdesusemanmsiasieningiumendiag (Certificate of Analysis of Active
Pharmaceutical Ingredient (API)) TnedasUsenaumey
8.1.1.dwmidesusessanisiiassiingiusiendifty vesnaninghiudiendfyy

(Supplier)
8.1 2 Aumiidedusemanisiiasg i ingRumend ity vesndandndusionduiagy
(Manufacturer)

8.2. dnumisdesusewanisiinszsinandueisnd1iiagy (Certificate of Analysis of
Finished Product) vesfanndnsineie1dniagd (Manufacturer)

8.3, onansousumnuduiusseningunsnanvasingaumendAg (drug substance) uag
JuMsHARYBIARANTiESIgU (finished product) ldlumsnanefuiidwou

9) ANUNBNAITUANINANIIANYIAUAWT (Stability data)

9.1. dNUNBNAITHANINAMSANYIAINAIIITEEEEN (Long term stability data) U 3
JUNSHAR

9.2, AUNDNATLANIKNANITANBIA1LAIAI LUAN1IZLIY (Accelerated stability data)
U 3 JUNTHER

9.3. dulenarsuansnanisanwfiuaningramisainuiadineld 1 ga /duuiuans
Uszandramsinw (nsdieia) (i)

9.4. nsdhfueniidesasare Adevnneuld Whdwuenarsnanisfinwauaiavanis
avansuay/mie Fee1e / vdalald luiharaiesngg asuiiuuazasnaasiiuenans
AAve (In use stability data)

10) Anumsdesusemaniueisndniagy (Certificate of Pharmaceutical Product) law1zen
it lulszmalne

11) dnumdngiunuauyavewaniusie) (Bioequivalence) InunansfinwIAINANYATDY
nAnAueiEn (Bioequivalence) Lulun1udardiivua ASEAN Guidelines for the Conduct of

Bioavailability and Bioequivalence Studies 38 gilan1snwidausedninauazdauya

wpswAnAusien nssvasisaae Insantuvdomissnudnudaauaildiumsiuses

210 dinauaugnssumsansuase) atutlagiu (nsallildsiunuy)

12) dumrdesuseannmsgrunsufianumdninasiisnisiinluiesujifinig Good

Laboratory Practices (GLP) lunseifivhnisdnyiauyaitsausze

13) dmiideusennmssunsiusnyansz e IUVERNURIs MR M suing
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