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Pyridostigmine bromide 60 mg coated tablet

1. Foen Pyridostigmine bromide 60 mg coated tablet

2. qruantAialy
ULy Wuguuuuende dwsuiuusenu
dwlsenou  Usenausieden Pyridostigmine bromide 60 mglu 1 in
AYULUTTY Us‘ifqlumwzaﬁwﬂmrTumw%u‘Lﬁ wazussineiUaaiuna
R8N - sey@enn dulsEnaufndAyuasaauusy Tundn ‘i'ugumqt.amﬁwﬁm uag
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2.1
2.2
23
2.4

3, gruandaniamaia

3.1 Finished product specification:

& Test ltems Specifications

1 | Identification Complied with finished product specifications

2 | Assay 95.0 — 105.0% of the labeled amount of pyridostigmine
bromide

3 | Uniformity of dosage form unit* | Complied with finished product specifications

4 | Dissolution Not less than 80%(Q) of the labeled amount is
dissolved in 60 minutes

5 | Loss on drying NMT 3.0%

6 | Related substances - 3-hydroxyl-l-methylpyridine bromide (Ro 01-5237):

NMT 1.0%
- total of unspecified impurities: NMT 0.1%
- sum of all impurities: NMT 1.0%

(Wey.an3smu Sunzas)

GPU 647777 [V2408]

(ney. v inyun 59%8) (nEy.01NAT MIULE)




3.2 Drug substance specification: Ph.Eur

& Test Items Specifications
1 | Identification Meet the requirements
2 | Assay 98.5 - 101.0% of the labeled amount of pyridostigmine bromide

(dried substance)

3 | Acidic of alkalinity Meet the requirements

4 | Related substances | - Impurity A', B*: NMT 0.4%
- Unspecified impurity: NMT 0.10%
- Total impurity: NMT 0.5%

5 | Loss on drying Maximum 0.5%

6 Sulfated ash Maximum 0.1%

NUBIe - *syiate Dissolution fiu Uniformity of dosage units Wluuienansuanisieazidenna
= (3 =Y o
nMInIaseu wnflaudelilulu coAa
dd -l v 15 ] - f v yd
- N3NNI TEULIINIGIAIU (waive) N15MTI9EBUILATIEVTDSI8NTIALREULARILDNETS
vangudananildsueyiRcme
- 1 = 3-hydroxyl-l-methylcabamate
- 2 = pyridine-3-yl-dimethylcabamate

4. [Woulvdu 9
4.1 wnasmsldueygntunsdeusiusufedmineluyszmdlne uazdiuns (declare)
WNARINER

611 luddymstunsdeusduen (ne.2 ve3 ned vie 62 udaudnsel)

412 lurhvetunadeuesn v 1/8 1 vewnilauesien wdeuswazdeamadans
muRAsNNUBIKARSsTuTitunzeu (finished product specification)
wazdarivuARAINYBLINgAY (drug substance specification) n‘s:ﬁﬁﬂq"sw’m
mswasuuawdlufisiy ardsuuenarsdiunnmaienisveudtly (@ 5) 1
N394 finished product specification wag/%3® Drug Substance specification

4.2 1BNaTIUTDININTFIUNTNENEN

421 nsdifewaniulsemelng fudndesldiunnmienlidesusemnnsgiunisudn
BNV NINTIENSARLUNISKAREN PIC/S (Pharmaceutical Inspection Co -
operation Scheme) lnguingau PIC/S participating authorities ¥Seillanans
fuseunASIUNINERIWNVENINATILaE IS M TIRluRSHARE B sd Ny
AIYNTTUNITOMNSUAYE NT¥NTIAT5EY Tatmusdulasiinuaonade
uasvinisufundninasitaiimsiinlunisadnen PIC/S lumnaeiiause
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4.3 Lana'ﬁﬂmmw‘vmmﬁmuaﬂm
431 HANINTIVIATIMRUAMKANUTVBIHER (Certification of analysis of
finished product) lugnjufidsietn
432 wansiesdRuawingivvesmiendifey (Certification of analysis drug
substance) Adlunsuanesuitdndusetsiwesduaneuazduaningiu
433 enasvisenangiududunnudunusseninngumsninvesingiuvesiediy
(Drug substance) 98 4.3.2 fugun1sndnvasmdndugidniagy (finished
product) U8 4.3.1
434 wan135Anw1 Long term stability @1y ASEAN guideline on stability study of
drug product maeatguesldtunadeulifudinnuangnssums
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Practice) wag GDP (Good Distribution Practice) lnsuanaanansusenau (I
uanaeNANSTIFTUNITUTBITUY)
4.6 L'E)ﬂﬁ'ﬁg‘u 9

(wey.an3smu Junyes) (ney.u¥eywun 5498) (ney.210F3 MULE)
GPU 647777 [V2408]



661 nsdenfiauslildedunuu (original drug) FasiinanisAne bicequivalence
yasenfiauaalSeuiivuivedunuulngdsnmsAnwdeadulumamdninoei
wazwUfuRlumsAnudlauyavessnandyvesdninnuangnssunsemis
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4.6.2 luuaninans19AAs1eyt Elemental impurities profile %393 Risk assessment
report for elemental impurities figraBannanneust ICH guideline %38 US
Pharmacopoeia

4.7 glauesn (§une) Busenliunidndoygneunsutmunadall
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Pyridostigmine bromide 60 mg coated tablet
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5. inuatUsziliuyseansnamemasian (Price Performance)
Pyridostigmine bromide 60 mg coated tablet
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