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Cyanocobalamin 1 mg coated tablet

(GPU 1207622)

Yoen Cyanocobalamin 1 mg coated tablet
2. auanUAnaly

2.1 guuuv

2.2 druuszneu
2.3 MUULUTIY
2.4 aa1n

Wugdindwiusuusenmu

Tu 1 din Yszneumeden Cyanocobalamin 1 me

UTTY s Unadin ﬂaqﬁ’umm%u Ussautloaiues

- amﬂuumﬁmmwmiuwam dUsznaumendAny AULSe Tunde ’;uauma

La‘U‘VINaG]LLauLaGU‘VluLUEJUG]’WU%J’]I’J@EJN%@LQH
= amn‘uumm Uiﬁﬁ]ﬂ']ﬁ)ﬂ%‘]uaﬂm@\‘]ﬁ U?JEJEJ’] ﬂ')u‘lji“ﬂ?JUC‘]’.]EJ"lﬁ’WﬂﬁU AITULEIN
’JUE‘IUEJ’]EJLLG”LW{JV]N&G]

3. auduUAnIunaiia
Naﬂ’limmmmi’] MﬂmﬂWWLquLUmZJ Finished product specification wa¥ Drug substance
speoﬁca‘uon ‘W@’]\‘IBQ‘\]WﬂLﬂﬁ%G}’ﬁUQ‘U‘ULﬂﬂ’lﬂu mlmw LUBum@ﬂmuﬂiiuﬂ’ﬁEﬂﬁﬁiLLa g1 NITNIN
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Finished product specification:

) Test items Specification
1. | Identification m‘iaﬁ]mumuﬁ%ﬂu finished product specification
2. | Assay 90.0% - 110.0% of labeled amount of Cyanocobalamin
3. | Disintegration time Not more than 60 min
4. | Dissolution Not less than 75% (Q) of the labeled amount is dissolved in
45 min
5. | Uniformity of dosage unit m’aﬁ]ﬁhummﬁixﬂu finished product specification
6. | Related substances mmﬁlﬂi’mm’mﬁixﬂu finished product specification
7. | Loss on dfying Not more than 3%
8. | Microbiological purity mmwﬁummﬁizq‘lu finished product specification
9. | Residual solvents: 2-Propanol | Not more than 5000 ppm
NUYLUR

ﬂiiu‘ﬂ‘-ﬂﬂ% LUEJ‘IJLL?NﬂWiL'J‘U (waive) N1TATIVADUILATILNTIENITLA IWUHLLﬁﬂQL@ﬂﬁWiWﬁﬂi’]U
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3.1

3.2.

3.3.

3.4.

NANISAIIINLATIY wﬂmm‘wmammmsnmmﬁﬂﬂuaamwam (certificate of analysis of finished
product) Tumsu‘maqmumamq

NAN1I0 T38RI IRgAUYDITINdEY (certificate of analysis of drug substance) 7il4
iuﬂwswamméuﬁﬁuﬁuﬁaashqﬁgwaqé’mﬁmmuawliwﬁm"ﬁ’mqau
lenansvsendngududumuduiusseningunsnanvesingAuiend iy (drug substance) 4o
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AMANYALANIZYDIEYN
Calcium carbonate 1.5 gm tablet
(GPU 737771)
%81 Calcium carbonate 1.5 gm tablet
2. quaudAvily
2.1 gUuuy \uedadmsusuusenu
2.2dwuseneu lu 1 uia Uszneudesen Calcium carbonate 1.5 gm
2.3 nMwuzussy  Ussqluussnain deafumanuiu
YUIAUTIYNABIAZ 100 Lfin Lﬁaﬁﬁ’um%qﬁ'mmuwndaaé’miuﬁa
2.4 2810 - amﬂuumiﬁmm%mawwam drulsenaufendfy AL Tundn aua‘uma
avndnuasamlowniualfegedaay
. ammumwwammamwaamawwam A1UUTENaUMENdIAY AT
auauama \auiindn
3. AuaudANIumAiia
Namimi’smmm wammmﬂulﬂmu Finished product specification wag Drug substance
SpeCIflcatlon wawaﬁmﬂma%miuawmmﬂu eldanneidousonnenssun1seImsuazen NsEnsg
GUBREIGRT ot Lﬂmmsw%maaamadmuaw‘1/1mwmwwia‘lmum’lmmmuma%mwl@miwua n3
Uivmmmvmwmﬁﬁma% 309 syyiiuen (aUuTl 2) w.a. 2562 astuit 3 nInNIAN 2562 (aeUsenaaly
ﬁwmmumﬂmauw 26 NINGAY 2562)

Finished product specification:

4o Test items Specification
1. | Identification m’aﬁlmummﬁizuﬂlu finished product specification
2. | Assay 90.0% - 115.0% of the labeled amount of calcium carbonate
3. | Dissolution Not less than 75% (Q) of the labeled amount of calcium
carbonate is dissolved in 30 minutes
4. | Uniformity of dosage unit maﬂﬁhummﬁwﬂu finished product specification
5. | Acid neutralizing capacity Not less than 27 mEg/tablet
nungLne
- ﬂ’im‘lfl‘\]m/] L‘UEJ‘lJLL“Nﬂ’]iL’Ju (waive) N1TASIAADUILATIY ‘Vi'ﬁ"lEJﬂ’]is[,(ﬂ IﬁUuLLﬁﬂ\‘iL@ﬂﬁ’ﬁ‘Viaﬂﬁ’m
mﬂmmlmuaumma

3

- Drug substance specification ﬁmim’lf\nﬂiuamiﬂ“ﬁ%aﬂﬁwam drug substance #3aluiiAsie
drug substance veufudne1dnTagu atulnadunil Feinsasralinmeinsunniadeditmun
Roulaudug
Aauesiandesdudiunnmdieienans wiewasmefiotesusonenansinediine seandeassil

unndvdawned wendanna wndynsuaudl wludde Wndunsviu ﬁssuiﬂg‘w
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AMANYILLANIZYDIYT
Ergocalciferol 20,000 unit capsule
(GPU 780954)
1. Yaen Ergocalciferol 20,000 unit capsule
2. auaulAnaly
2.1 sUuuy Dueuadgadmdududsenm
22 d@wusznou  u 1 uavta Ussnausmesien Ergocalciferol 20,000 unit
23 a0uzUssy  USTQluuKaUnaiiv ussydmitestuuas
2.4 a7 - amﬂuumsmm%mmsvwam dAUsEnauMIendAny ANLSS TuNdn auauma
wviinAnuaziarnzdouiueliogsiamy
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3. AuaNUAnIwvaila
mamimammiw Mﬂmm‘wmulwm Finished product specification Wwa¢ Drug substance
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GURRERIGL Wil mammsw%maaqmadmua‘uwm&mmmaa‘muﬂ’mﬂmmuma%mwlmmswm 713
Uiuﬂ’]ﬂﬂiu‘ﬂi’Na’lﬁ’]ima‘U 304 syyYRTuen (UUT 2) W, 2562 aetuil 3 nInnIAN 2562 (aelsenaaly
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Finished product specification:

) Test items Specification

1. | Identification mnmummﬁisﬂu finished product specification

2. | Assay 100% - 120% of the labeled amount of ergocalciferol

3. | Disintegration time Not more than 45 minutes

4. | Uniformity of dosage unit mwﬁhummﬁi%ﬂu finished product specification
‘ViﬁJ']EJL‘VIGl
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sananflisueysiise
- Drug substance specification ﬁmiﬂmmﬂiu%Lﬂiﬁvﬁ‘Ua\‘lﬁwﬁm drug substance #3aluiiAs1e
drug substance vosiinanendsasU atulaatunils § mmmim:mmemmuwnmmammwum
Roulvdue
Jrauesadesdudiunniweneenans WiammmamamimaqLaﬂmﬂmwumuw eazBundel
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Glucosamine sulfate 1.5 ¢/3.95 g powder for oral solution, 3.95 g sachet

(GPU 995774)

Foen Glucosamine sulfate 1.5 ¢/3.95 ¢ powder for oral solution, 3.95 g sachet
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lu 1 999 Usenausigdien Glucosamine sulfate sodium chloride ﬁamga AU

Glucosamine sulfate 1.5 ¢
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Finished product specification:

49 Test items Specification

1. | Identification m‘i’mﬁhummﬁizﬂu finished product specification

2. | Assay 90.0%-110.0% of labeled amount of Glucosamine sulfate
3. | pH mi’mmummﬁizﬂu finished product specification

4. | Uniformity of dosage unit mwc\humuﬁizﬂu finished product specification

5. | Microbial limit test maﬂmum’mﬁﬁzﬂu finished product specification

Drug substance specification:

b} Test items Specification
1. | Identification m’gﬁlr}hummﬁixﬂu drug substance specification
2. | Assay 98.0 - 102.0% of glucosamine sulfate sodium chloride,
calculated on the dried basis
Content of sulfate 16.3-17.3%
4, Resi,cfi\ue on ignition 22.5 - 26.0%
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4o Test items Specification
5. | Arsenic Not more than 3 ug/g
6. | Potassium No precipitate is formed
7. | Optical rotation +50.0° to +55.0°
8. | pH 3.0-50
9. | Loss on drying Not more than 1.0%
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