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riboflavin e.ed mg +
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coated tablet, @ tablet
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ANANYEYDIE

Biotin 150 mcg + Calcium pantothenate 6.4 mg + Cyanocobalamin 20 mg +
Folic acid 300 mcg + Nicotinamide 20 mg + Pyridoxine 2 mg + Riboflavin 1.7 mg +

o
1. a8

2. quaudivialy
24 gULL‘UU
2.2 dulsznav

2.3 AYULUIIY
2.4 281N

Thiamine 1.5 mg film-coated Tablet
(GPU 903569)
Biotin 150 mcg + Calcium pantothenate 6.4 mg + Cyanocobalamin 20
mg + Folic acid 300 mcg + Nicotinamide 20 mg + Pyridoxine 2 mg +

Riboflavin 1.7 mg + Thiamine 1.5 mg film-coated Tablet

Duegdinviinduusenu

Tu 1 WiaUsznaumefien Biotin 150 mcg + Calcium pantothenate 6.4

mg + Cyanocobalamin 20 mg + Folic acid 300 mcg + Nicotinamide 20

mg + Pyridoxine 2 mg + Riboflavin 1.7 mg + Thiamine 1.5 mg
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3. AuaNUANIImALa

Nammﬂﬁm‘swﬁ@mmwuﬂﬂﬂmu Finished product specification wag Drug substance
specification ﬁé’waammnﬁmﬁﬁ%’uaﬂ’uLﬁmﬁ’u Faldaanzifousonmznssunisemsiazen
ﬂ'ﬁ”ﬂi’;ﬁﬁ'lﬁ"l’imﬂ‘?} viatndust ﬁW'bumammaqnﬂuawww&smmmsa‘lwummwimumammwlﬂ
frfunils AU TENIANTENT AT 1TV 304 s¥ysiiuen w.a, 2561 asuil 6 ﬁm'mu 2561 (a9
U%mﬂ’[uswmmmunmww 12 nuniug 2562) warUsenanssnsaeasIsaey o4 TEYFATIYN
(aUufl 2) wa. 2562 aeiuil 3 NSNNIAU 2562 (aaﬂsxmﬂ'[uswﬂﬂmuwﬂmquw 26 NINHIAY 2562)

Finished product specification

U9 Test items Specifications

1. | Identification

A5 Finished Product Specification

2. | Assay
- Thiamine mononitrate 90.0 - 150.0 % of the labeled amount
- Riboflavin 90.0 - 150.0 % of the labeled amount

- Pyridoxine HCl
- Nicotinamide

90.0 - 150.0 % of the labeled amount
90.0 - 150.0 % of the labeled amount

- Folic acid 90.0 - 150.0 % of the labeled amount

- Biotin 90.0 - 150.0 % of the labeled amount

- Pantothenic acid 90.0 - 150.0 % of the labeled amount

- Cyanocobalamin 90.0 - 150.0 % of the labeled amount
/// S RO N 13D o T
WAYERDDTING S nuas Wndynsngedsna nasdna wndunsviu s3sulngm

Usys1unssunig AT3UNTT A33UNIT
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99 Test items Specifications

3. | Uniformity of dosage unit M2 UAM Finished Product Specification
4. | Dissolution M3IUAY Finished Product Specification
5. | Disintegration Not more than 30 minutes
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finished product) Tugnjuitduiiusogs
HAN1IASIVILATIERAUAWIRgAULeIRI8nd 1Ay (certificate of analysis of drug
substance) ‘m‘zﬂumswamm'g'uﬁ'ﬁaL‘T‘Juﬁaaai'mﬁy’wm%mé‘mmuaa@'mﬁmﬁ’mqﬁu
Lonasnievangududuanuduiussenitsjunisndnvesingiudiendidy (drug

o

substance) 48 3.2 Augunsanvasraninsiendniagy (finished product) 4 3.1

i\

7 ¥
i/ - = PO IO kD1 IO (VS e \ L4

WAVENGa1INT I nuAAS ma%nwrgaﬂma WISANRA wndunsviu sysulngm

UsEE1uNTsung N93UN13 A33UNI3




wihi 3/3 nguil 8 ngueImaRiATEUAT (ONETuNL 1)

(@)
(5)

(7)

(8)

3.4. HaMsANW) long term stability maaﬂ**ti'nm&g‘uaemﬁﬁuwzLﬁaul’ﬁ'ﬁ'vﬁnﬁnmuﬂm::ﬂﬁumi
BMNTUALY NITENTWAITITUGY

lenansuansheiaususiussmdudnamviedunuimirelnense

ADE9EN

5.1. flauesnan fesdadnegnenagntes 3 mheussytudt Jadufunusaniseazidonld
asuhusuifmusluidenuaudiilutieiu

mM3UsEiuRMAweTidaoy

6.1. eritdawsurosionglldlaiiosndn 12 iou tTuanfudweu

6.2. snuIaTidwsUazdsddunmagluiusesansIaTiauiidweureaidnuas
TWinneiiagauisvesindneuasindn ingfuildnanyifuiidaey

6.3. riimadsuuvasingiuliudedonsiunnads nieudddulinssvimgiuuasuluuuy
fududidnds

6.4. nsdlimesvmsviinsduiietvefidweuiiodnsalingzinunw miseswnsey
viwiladedesveiiegeelnofuinasdosdisniiudnaudiuiuiviies1vnisdansia
AinsvinazdugSuiavoudliseiiistadunmsnsalinsisiquaw nsdiinuieil
Julumuradnvusianis meswnsveanuanslidsuiiansuinisiaussinedngtd
vosweuaz/vieduanlunsarely

6.5. wiidedureniudsusuiiolndvunoy viaideiAansndonaniwieyszaslag deu
AvualaglifiFouly wasedainuindimsuanianguiesessuasuiuiudum
usspfausiiumelu 7 fu

funeBusenlienidndnyaneunsuimun Tunsdlrelui

7.1. n3diamsguasaiinesiond lnensuinermaninsunmduievios fidnsildinasgiu
ISO/IEC 17025 wan1snsadinsziliidulumasnasgudedmusludssnmeadszmagan

7.2. nadindndnsiviindgnifenifviuniiesnarnlasdinnuanznisunsemaiasen
luthenamesdygyravieasne

73, nsdimudgmaunimendinsnaeuudait dewareussansrauasanulasnfudofUaed
loisuen

7.4, nsdifinEnIIIMIHASEULEWINRYsENATIAINaNe mIasiteTluel wagguell
ansauunmellbiiusmandananle

vlu"aaswmwaaqauﬁwéiﬁ%‘uﬁ%ﬁmwﬁmﬁm%mﬁﬁﬂizi’ﬁgm%amﬁuﬁu‘lﬁﬂﬂa‘hﬁmw

AuznssUMsaIsLarelusteziial 1 U newiulssnmadssnmasiadidnvseiing

] r;‘\' gy
,5{ &J’}J"?’{?US”W sossenignns MM MU s
WAMENIaTINg sl nuaAS wndunsudading waddnd wndsnsviv s3sulngm

Usysunssunig A33UNTT A93UNTT




wihil 1/3 ngufl 8 neuEYmaniAsaUATI (lBnensiuy 2)
AMANYLUDIYN
Fexofenadine hydrochloride 180 mg film-coated tablet
(GPU 974381)
1. #own Fexofenadine hydrochloride 180 mg film-coated tablet
2. Auantaaly
2.1 JUuuy Wuedinuiinduusenu

2.2 dwdsenau Tu 1 iaUsenaumesien Fexofenadine hydrochloride 180 mg
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3. AnaudAniamata
nanInIadiaseiaun mluluaiu Finished product specification wag Drug substance
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Finished product specification

U9 Test items Specifications
1. | Identification MFIINUAIY Finished Product Specification
2. | Assay 95.0 - 105.0 % of the labeled amount of fexofenadine
hydrochloride
3. | Dissolution
- Test 1 Not less than 60.0% of the labeled amount of
fexofenadine hydrochloride is dissolved in 10 minutes;
Not less than 80.0% of the labeled amount of
fexofenadine hydrochloride is dissolved in 30 minutes
- Test 2 Not less than 75.0% of the labeled amount of
fexofenadine hydrochloride is dissolved in 30 minutes
- Test 3 Not less than 75.0% of the labeled amount of
fexofenadine hydrochloride is dissolved in 45 minutes
4. | Uniformity of dosage unit M3 UM Finished Product Specification
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Test items Specifications

O

compound A

- Any individual other Not more than 0.2%
impurity
- Total impurities Not more than 0.5%

rganic impurities
Fexofenadine related Not more than 0.4%

Decarboxylated degradant | Not more than 0.15%
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