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Cyanocobalamin 1 mg coated tablet

1. Foen Cyanocobalamin 1 mg coated tablet

2. auauiREnaly

2.1 Uuuy Juguwuvendadmiviuusen

2.2. @msenou  u 1 Wle Usenaude Vitamin B12 USuad 1 mg

23 muueussy  ussqlusednaindostunasuasanutuls

2.4 aa7n - szyfeen druusvneuieddguaranuus TundnTuduangiaviinde

waztaunzioudisuenliedndnnuunussyiue

- UUMTURUSSE IR RISty TRYMIaTanImsAIdIuYsENoULAY YUA

ANUUSIRIavTindniudueylitaay
3. anaNUANIamaila

3.1 Finished product specification: Cyanocobalamin tablets

Test Items USP 41 BP 2016
1.ldentification Meet the requirements Meet the requirements
2.Assay 90.0 — 110.0% of the labeled amount | 90.0 — 115.0% of the stated amount
3.Disintegration NMT 30 minutes -
4.Disolution Meet the requirements Meet the requirements
5.Uniformity of dosage form unit* | Meet the requirements Meet the requirements

3.2 Drug substance specification: Cyanocobalamin

Test Items USP 41 BP 2016
1.Identifications Meet the requirements Meet the requirements
2.Assay 96.0-102.0% calculated on the dried basis 96.0-102.0% (dried substance)
3.Impurities - ?B.Sﬁ-Lactocyanocobalamin: NMT 1.0% - Total impurities: NMT 3%

- 50-Carboxycyanocobalamin: NMT 0.5%

- 34-Methylcyanocobalamin: NMT 2.0%

- 32-Carboxycyanocobalamin: NMT 1.0%

- 8-epi-Cyanocobalamin: NMT 1.0%

- Any other unidentified impurity: NMT 0.5%
- Total impurities: NMT 3.0%

Loss on drying NMT 12.0% Maximum 12.0%

wwen - *seyiate Dissolution i Uniformity of dosage units Wiluulenansuanssigazidenna
msasrTieszs windllawdelilulu COA

N3IUNIT

1. 'aﬂ"sﬂi*m .............. = W= . ”“"f*;{ '

Feesnssssnsnns T T rsarasassnsshasssnsssmdurnnrrsrarsdmpnersassinsarsrsranarsnarnnsranis

(ney.andinn Baazna) (ney.u¥yun 539) (nfy.01ne3 MuLd)

GPU 1207622 [V2410]




- nsfinaandouudamsiiu (waive) nsesivaeviinssidesenisialitunanienarswangiu
fananaitldsueryiRse
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4.1 wnasnsidsueygntunsdewsifuenitedminglusemelne wazduns (declare) unaswan

611 luddymstunsadeusifuen me.2 ve3 ed vie 12 udusnse)

.12 uvetunsdous e 1/6 1 vesniiauesia wisusoasBesidansmuauann
vowmaAnAusiaiitunsdeu (finished product specification) uazdarmungmnmues
ngiu (drug substance specification) ntifiagseminanisiasuuiauludfiudu svses
wuUBNAsELUININENENTSTBLALY (8 5) uawsed finished product specification way/
%30 Drug Substance specification

4.2 BNANTTUTDWINTZIUNTHERN

421 nsdifivwdnlulsamelng fudadesiidnunameeniideduseanasgunsudngia
wannaueiisnsiAlumsnanen PIC/S (Pharmaceutical Inspection Co-operation Scheme)
Tnevineau PIC/S participating authorities ¥39dilaNaITTUTBININTFIUNITHARNEIAY
WENNUTWaZAENSTRlUNIHARENTIITNUANENITUNNTEMITUATET NTENTI
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FBnnsfinlun1suanen PIC/S (Pharmaceutical Inspection Co-operation Scheme) o
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4.3 BNANTANNMYBILTLAUDTIAN

43.1 HANIIRTITIATINAUNWHENTUTVDIHAR (Certification of analysis of finished
product) luenjuitdsfogng

432  wamTiaTsigunwIngRvtesiend Rty (Certification of analysis drug substance) 4
lunsuaneguitdadushosaiiwesiuaneuasinaningiu

433 enansvienangiududurnuduiusseningunsninvesingiuvesinenddn (Drug
substance) 99 4.3.2 fusunswanvasndndnidniagy (finished product) 9o 4.3.1

434 wansAnw Long term stability masatasenguesenilditunsdeulitudinny
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5.nunUseliudseansnnmes1an (Price Performance)
Cyanocobalamin 1 mg coated tablet
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1.5 7aue 40
2 AunmuasaauTAulstlomiseniesionis 55
3 Foulumsen 5
SN 100
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fuUI508 vwinazuuy
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