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3. quanUAnamata

3.1 Finished product specification:

1h) Test Items Specifications

1 | Identification Complied with finished product specifications

2 | Assay 95.0 - 105.0% of the labeled amount

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 30 minutes

5 | Degradation products - Specified degradation products: NMT 0.5% (for each)

- Unknowns degradation products: NMT 0.2% (for each)
- Total degradation products: NMT 1.5%

6 | Water content NMT 4%

3.2 Drug substance specification:

99 Test Items Specifications

1 | Identification Complied with drug substance specifications
2 | Assay 98.1 — 101.1% of the labeled amount

3 | Residue on ignition NMT 0.1%

4 | Impurities Complied with drug substance specifications
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4. Goulvdy 9
4.1 wnansnsldueaygntunsdouiiusitos minglulszmalve uazdiuns (declare)
UMEINER

411 luddymstunadeusiue me.2 ve3 ved wie 62 udusnsdl)

012 Tudwetunsdouen vie 1/8 1 veeniilauesia wieuswazBuaviadonts
muauqmn1wwaaw5mﬁmeﬁmnﬁ%ummﬁuu (finished product specification)
uazderimunauamuesingiu (drug substance specification) n3difiegsening
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vortioxetine 10 mg film-coated tablet
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Pramipexole dihydrochloride monohydrate 375 mcg prolonged-release tablet

1.9081 Pramipexole dihydrochloride monohydrate 375 mcg prolonged-release tablet

2.auaNtAnaly
21  guwuu Wuendayda Extended Release (ER) @A mSuiuuseniu
22 dwudszney  Tu 1 We Usznaumesien Pramipexole 0.375 mg Extended Release (ER)
23 awurussy  ussqlussednaiindestunradle

24  aan seyfenn dwdssneumendidyuaranuuss Jusdn Jumunony wuiindn was

wungilouimivenlisgnsdniauuuussyiue
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ANUUSIRNaTTINAR Tudu gl ALY
3.AuaNUANIamMALA
3.1 Finished product specification:

it Test Items Specifications

Identification Complied with finished product specification
Assay 95.0 - 105.0% of labeled amount of Pramipexole

Dissolution Complied with finished product specification

1
2
3 | Uniformity of dosage units | Complied with finished product specification
4
5

Loss on drying Complied with finished product specification

3.2 Drug substance specification:

) Test Items Specifications
Identification Complied with drug substance specification
2 Assay 98.0 - 102.0% of labeled amount of Pramipexole
(anhydrous basis)
3 Water Determination 4.5 - 7.0%
4 Heavy metals Not more than 10 ppm
5 Enantiomeric purity Not more than 1.0%
RUBLUG

1. s¥yWate Dissolution fiu Uniformity of dosage units liuuienansuanisganduananisnsiviasizsimndle
v
wdalilulu coa

2. Drug substance specification W13 NlUAATIIYDILKER drug substance w3oludiATwd drug substance
a ) w R = v aio
vesfudAngrdniagy atulaadunis Sadinsaselinswinsunndefidvun
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3. wansanvineinunwen Wulusu Finished product specification uag drug substance specification 7iLé1
amzidounodinIUANYNTINNTEMITUAYET NIENTNATTITUGY
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ngdiu (drug substance specification) nseifiegseminensiasuuasudlududy wwdes
wuulenasSEWINMENEN15VBUNALY (8 5) IMwiBa finished product specification Way/
%38 Drug Substance specification
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FWnsidlunisudnen PIC/S (Pharmaceutical Inspection Co-operation Scheme) 19
WBdU PIC/S Participating authorities aUuaganuseumsanaaaulasiinanssuses
feiuiivsenimissmnsmdidninsinduienaenenynudausnsdl
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431  WanINITIATIBIRMNIKERTTIvkER (Certification of analysis of finished
product) Tugnjuiidsfegng
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substance) 98 4.3.2 fujun1sndnvesndndtusidniagy (finished product) 4o 4.3.1
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509U sEIuUszAnSnWE51A1 (Price Performance)
Pramipexole dihydrochloride monohydrate 375 mcg prolonged-release tablet
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ANANYUIANIZYDIEN
Pyridostigmine bromide 60 mg coated tablet

1. Foun Pyridostigmine bromide 60 mg coated tablet

2. qruandvialy
pAaNLY Wuguuuueuda dmsuiuusen
dulsznau  Usynausemen Pyridostigmine bromide 60 mg lu 1 uin
neupussy  usqlumwusaintesiunuiuld uasussytusidesiuuas
287N - seyToen dnlsznaufendifyuarmuuss Jundn Tuduengatings ua
wanzlvusiuenlisgndanuuuussyiu
- VuMTUEUTIEIRERReTE e v Temnemsdduysenauuay
YUIRAIILTIVOEN LAUTIHAR i’uﬁumqﬁ'ﬁ'ﬂwu

i |
2.2
23
2.4

3. ausnUANIawmaia

3.1 Finished product specification:

P Test Items 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%
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3.2 Drug substance specification: Ph.Eur

- Test Items Specifications
U

Identification Meet the requirements

Assay 98.5 - 101.0% of the labeled amount (dried substance)

1

2

3 | Acidic of alkalinity Meet the requirements

4 Related substances - Impurity Al, BZ: 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%

WA - *syyiate Dissolution fiu Uniformity of dosage units TWiuuienansuanssuazBunna
mInsaaased vndlaudslilulu coa
- nsdiivavzdeundinisiiu (waive) nisasrsdeuiasisidesenislaliduuansienans
vangrufainanildsueylise
- 1 = 3-hydroxyl-l-methylcabamate
- 2 = pyridine-3-yl-dimethylcabamate
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4.1 wnansmslsfuaygntunsidousivenites e luussnalng wazduas (declare)
WWanan

411 Tuddymstunadeusiuen (e.2 ve3 nes vde 82 whusnsdl)

4.1.2  Tuswelunsiiousn vie 1/6 1 veseniiauesia wiousiwavduavatoms
MUANANNMYBINARSsiLTITuNETEY (finished product specification)
uardarmuanunmesingiu (drug substance specification) nsdifagszwing
maswasuwauiluiudy sxfowuuenarsdunmarenisveudly (o 5) an
w39 finished product specification wag/m3e Drug Substance specification

4.2 1BNATTUTDWNATTIUNSHEN LT

421 nsdinewdnludsemelne guandesdduunnmeemidesusennnsgiunisudn
EAIVANINIISNNSARIUNSHEREN PIC/S (Pharmaceutical Inspection Co -
operation Scheme) Ingmineganu PIC/S participating authorities ¥3aillanans
fuseunnsgunsHAREwUTdNINATILAY IS sIRlUNSHAREwe ATy
ANIENTIUNITOMNIUAYEN NTENTNASIEY Farmusdulasiauaenado
uaziiaisnfundninausinagdsnsinlunmswane PIC/S Tumnaefiiauene
atuaganuseumsasasulneiinanisiusesfieuiiszmelsenminsaididn
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43.1 WAMINTIAATIRAUNNHENAUTIVEILHEN (Certification of analysis of
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4.4 MpENeN
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5. InuaUsuiuuszansnwmaeasian (Price Performance)
Pyridostigmine bromide 60 mg coated tablet
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