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N5 ..... Hydralazine HCl ¢ mg film coated tablet
AlsEMAYMIngUaTIYsTil

e. Yo Hydralazine HCl lo¢ mg film coated tablet (GPU : e¥anenc@en)
. AuANUANIY
L. JUKUY \uendandeuitdy (film coated) slinfuusznuy

blo. d@uUszneu Ussnausiedien Hydralazine be me T o ifin
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namwﬂmLﬂ'i'lvwﬂmmmﬂu'lUmu finished product specification ua¥ drug substance
specification g8 snunduiiuatiuideaty Ssldeamadoussdinmuamenssunsewnsuazen
NITNTNAG 1T mumﬁ‘um15Umﬁaﬂqaamaatﬁuummmwmnma’lmmqmmmummmi*u‘lﬂm'su
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a.e. Finished product specification: Hydralazine HCl tablet (USP&e/BPooem)

v Specification
A 1[0] Test
USPe‘a BPwoam

@ | Identification Complied with finished product Complied with finished product
specification specification

b | Assay «o.0 - @@0.0% of labeled «d.o - @od.0% of labeled
amount of Hydralazine amount of Hydralazine

e | Uniformity of dosage units Complied with finished product -
specification
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& l Dissolution time

Not less than «¥¢% (Q) of the
labeled amount of Hydralazine
HCl is dissolved in && minutes

Not less than eio% (Q) of the
labeled amount of Hydralazine
HCl is dissolved in && minutes

& | Organic impurities
- Any unspecified
degradation product

- Total impurities

Not more than o.le%

Not more than .¢%

a.lo. Drug substance specification: Hydralazine HCl (USP «e/BPocem)

Specifications
) Test e
USP&a BPwoam
@ | Identification Complied with finished product Complied with finished product
specification specification

o | Assay

&w.o — @olw.0% of labeled
amount of Hydralazine HCl
(calculated on the dried basis)

cm.d - @o0e.0% of labeled
amount of Hydralazine HCl
(calculated on the dried basis)

e | Residual on ignition

Not more than oc.e%

Organic impurities
- @-Phathalazinone
- -Formyl benzoic acid
- Phathalazine
- @-Chlorophthalazine
- Any unspecified impurity
- Total impurities

Not more than o.&%
Not more than o.ed&%
Not more than o.e&%
Not more than o.ed%
Not more than o.e%
Not more than &.0%

Relate substance
Any impurity: for each impurity,
Not more than c.b%

& | Limit of Hydrazine Not more than o.coa% Not more than o ppm

©° | pH and - alb nd -dl

@ | Loss on drying Not more than o.¢% Not more than o.&%

& | Heavy metals Not more than o.coe% Maximum o ppm

« | mp & About bei¢”C with decomposition
@o | Solution S 2 Complied with specification

@& | Sulfated ash

Maximum o.e%

el | Water-insoluble substance

Weigh of the residue dose not
exceed @o Mg (0.&%)

NBINR

- %398 Dissolution kag uniformity of dosage unit LLULENATISLAAIITIEALE BARANTITATIVIAS LI
ol o oW - -l ar % H
mnillaudaszavidsaniduiiavliluly Certificate of analysis (COA)
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- Drug substance specification a1sananluinsigivasdnan drug substance wialuiias eyt drug
substance vaunAnd U avulnatunil Fdimsmsrviieneiasunnideiirue

- fravenadissBudiunnmaisenasndumuildensss (Drug monograph) Auiiseyly Finished
product specification Way Drug substance specification
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ﬂmmwwawamnmmmw?Juwmﬂu (finished product specification) wazteiMuA
ﬂmmw-uanmnﬂu (drug substance specification) n‘smwaasw’mn'mﬂaauwaqufﬂﬂ
ANy AoauuuenaIsn1sreunly (8.¢) umiay finished product specification
Wway/v3e drug substance specification TnevauflunauiulsemeaaausimvieUsynas
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<o BNavIenanguiudunudRuSEwInunIEnvesIngAvTe i@y (drug
substance) 18 «.¢.lo MUUMINARYEINAAS T E1FUS3Y (finished product) Te
E.&.a
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LU IAININA1IvREURTIA (e) uaz/wsagwam'luﬂiqmalu
«o.a flaussm §ne) sefesiudeuedosilnduunaty viadeidansdeuanimine
Usznsle 9 feurvun Tnelifideuls
<. HlaueTan ve) uuuawmlmmaswn'l'i-uamwmLﬂaanuumwawuﬂmi.,nnwuazysgw
fudueduvieduenedudsrou
@a. fauenn (Eue) Busenlienidndygneunsuimun il
&0, NIdMEsIMIABINRUAYY NIt usERUTIM TR mmﬁuﬁ'm%ﬁwﬁmsqmmw
waznsEvsNas gy lusemseviadeaiy
<.alo. NIEHANTHUATIVIIAT LN Tnensuinermaninisummg wIovasUfuRnsile
WIMIFIU ISO/IEC ewolod wamianmenliiiulumuinnsgudedmusluussmeaasy
AmEBUsEmMeTABEnvsedng

4 ! 4 4 A
BTD oo, UTEEUNTIUMT 80 ?/ NTSUANT B9TD .......oe - N3IUMS
(UETIBANT awge) (uwaIumIal guls) (AR Widlve)

WBUNNETIUIYNNT wndunsiIYNIT WndunsufURnTs



~ e

&.ca.n. nicﬁwﬁmﬁmﬁﬂwﬁﬂﬁgnﬁﬂnl,ﬁuﬁumnﬁaama"mIﬂaeT’lﬁnmuﬂmasnﬁiumsmmsu,azm
Tuthanmvesdyyiesdessuny
w.c.a ndfinulymaunmanadaiusiondioredwaneUsraviuauazauasnose
AUaeilésuen
€. vr'u"m'swmwazmua“w'ﬁ"tzi%’uﬁmsmwﬁmﬁmﬁmﬁﬁﬂwi’ﬁqnL?ﬂnlﬁuﬁu‘[maﬁﬂﬂnmu
AMENTTUNTTOMISUAZETNUSTEEIAY @ U AeuiuusemageusInUsEmMasImBEnnsating
&oo.NTEndrMTUA TS 198 slunsaansfoussdinIuANENISUNITOMSLATEN NSENTI
a151500ae Tnsindnflsaweruadivun wazidulumuusymeansynsieasisugy (e Y
187 W.Alodbe UaE NW.Abebl veliiuduenasnduiiuiildtunseuundgas win
Litumesmwnsasauautiaadiimuewinty

7\./ “ /
o ' o J
AWD oceccrcin: UTEETUNTIUNT 890 oo, NTTUNT A9FD o wisonenif Ly MTUNTT

i

(UeaIBANT aean) (uanIuniad guls) (WEIFWAT Weve)

wsuwmgddungns Wndunsgrugyns WndwnsUURNg



TUATUAAUANBUIIAWIZTBET UWWUTNBIBNEINTIRTaIY usTen
AU ... / o&oe
8N ...... Tamsulosin hydrochloride prolong released tablet o.« mg
AusynAdawinguas1ysil

e. Yown Tamsulosin hydrochloride prolong released tablet o.« mg
b, AUANUANILY
= = L3 L o -
©.e. JUluy Wusdinadetidu juuuvesngsiiiu (prolong released) wiln¥uszyy

blo. duUsznou Ussneusmedien Tamsulosin hydrochloride o.¢ me lu o win
b NMYULUITY  UTIYIU aluminum foil w38 blister pack Unafintlpsuauazfunuduld
.. 28N
- szydesn wiedemenisdn duusenaudaendify TUIAANLTITEIET (oY
sJoushiuen aviinge Suinanuas umuneny
- VuMYurUTIEen etaleedecszydasuiedonianisdn daulszneu wue
ATILSIYOE LavTinGn Sumumeny L idaieu
o. AuaANUAMaALA
wﬂﬂﬁmwmﬂﬁ"}“m anwiduluniu finished product specification Wa¥ drug substance
specification #6198 ninduinivatiuiieniu Fsldeamafoudedinaunnynssumsemsuazen
NI mumﬁ'-um'suﬁ'l'umqaammtﬂuawnmavmwsa‘luummmﬁgwma-ﬂmw’lmmw
wilq AMUUTENIANTINTWEASITULY 1399 THYFISIEN W Alodbo 8TUTl b FUIAN bEbe (aasznie
TusrwAaaunmniui e NUATNUS bdbl) LLﬁ“I.'SEN‘i“"UG!"I'SUEI'] (QUUA o) WAool aTUT o
N3N{IAY ool (awiwmﬂ'lu'swnwmunv’nw oo NINYIAN bdol)
viailumsisen Wituiugeeitvvespuznssumsinsansa
m.@. Finished product specification:

) Test Specifications
@ | Identification
- A LV Complied with finished product specification
- B.HPLC Complied with finished product specification
b | Assay ad.o — @od.0% of labeled amount of Tamsulosin
Uniformity of dosage unit Complied with finished product specification
& | Dissolution test
- After m hours ad - m&%
- After o hours &€ - bd&%
- After @l hours > @wo%
a— " :
ate .. W,.-a Usgsunssunis O ‘{ .................. ATIUMT ONFD oo - ..... NIIUNS
(UNEIBAIN AegR) (unauaiagd gnls) (UNaMIgWRT Widive)
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& | Related substances
- Individual each < 0.l0%
- total < 0.¢%

© | Microbial Enumeration Test
- Total aerobic microbial count < @,000 cfu/g
- Total Yeast and Mould count < moo cfu/g

Test for specified oreanism
- Escherichia coli Absent cfu/g

a.lo. Drug substance specification:

L) Test Specifications
Identification
- Infrared absorption Complied with finished product specification
- Chloride Positive
- HPLC Complied with finished product specification
b | Assay &x.0 — @ob.o% of labeled amount of Tamsulosin HCL
o | Related substance
- Procedure @ Any individual impurity: Not more than o.e%
Impurities eluting before tamsulosin
- Procedure lv Any individual impurity: Not more than o.e%
Impurities eluting after tamsulosin
- Total related substances Not more than o.lb%
@ | Heavy metals Not more than o.colw%
& | Loss on drying (At eo& °C for v hours) Not more than o.¢%
© | Enantiomeric purity S-enantiomer: Not more than o.:m%
o | Sulfated ash/Residue on ignition Not more than o.@%
LUV

- ¥l Dissolution wae uniformity of dosage unit IWuuULENATSLANITIBALIBEANEN1SATITIATIEN
wniildudssranBuaidusuauliluly Certificate of analysis (COA)

- nsdilmavafeundanisiiu (waive) namsinaeuliazvisienisla Wituuanaenarswingrusandrai
Ieisuayiinse

- Drug substance specification #3130191nluAiATIRvivRKRER drug substance w3aluiATey drug
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AN ...... Atorvastatin &o mg tablet
MuseniAdaminguasiysail

. o1 Atorvastatin @o mg film-coated tablets (GPU : belamedlemn)
b. AuAuUANIlY
v.o. JULUY Wusdlardeuiidn viaduusenu dwiuldansauluiiluden

blo. @mlszney Useneumiedien Atorvastatin <o mg T e 1in
o, MwurUsTy UsIglunuzlinaiin deafumnutu wevussyiusitostuuas
.. 28N
- szyfent viefemnamisdn dauseneudaendidy wuienmLsITeNEn Y
nzdeusiiue viindn ’a‘uﬁnﬁmuaﬁwuﬂmq
- VUMUEUSIYET eEndpedessyydesmisdontanisdn daulseneu vue
ATUUTIVEIE WaLTNGR Tununeglidaay
o, AuENUANIuNATA
nan13A3I9 AT IzMAAMTulUAA finished product specification way drug substance
specification 198 mnundwirfuatiuienty dsldeamafoudedninnurmnssumsemsuasen
NIENTNAITUGY mummmwv‘ﬂ%maaemmLUUQUWmammv@a‘lwumnmmsgﬁum?'f'umsulﬂmsu
wils snusEniAnsEns A ST S YT WAlodoo aeiuil b Fual beve (mUi“mﬁ
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a.@. Finished product specification: Atorvastatin calcium o mg tablet (USP «a)

L) Test Specifications

@ | Identification Complied with finished product specification

b | Assay «&.& - @od.0% of labeled amount of Atorvastatin
an | Uniformity of dosage unit Complied with finished product specification

& | Dissolution time (test @) Not less than @o% (Q) of the labeled amount of

Atorvastatin is dissolved in e& minutes

& | Oreanic impurities
- Atorvastatin pyrrolidone analog Not more than o.¢%
- Atorvastatin related compound H Not more than &.0%

p ;
AL [ UsEsunssuns  astie NIUMT
(WnaIBdun awan) (unanFuaniad gnls) (unamIgHm s Widive)

UNBUNNETIUYANS WndunIguIgnIs indensuunnis



~ 1 ~

- Atorvastatin epoxy pyrrolooxazin o-hydroxy | Not more than o.¢%
analog

- Atorvastatin epoxy pyrrolooxazin ev-hydroxy | Not more than o.&%
analog, if present

- Atorvastatin epoxy THF analog Not more than o.lbd&%

- Atorvastatin related compound D Not more than o.m&% or o&o% if Atorvastatin

epoxy THF analog is integrated together

- Any other unspecified degradation product | Not more than o.b%

- Total degradation products Not more than &.0%
a.lo. Drug substance specification: Atorvastatin calcium (USP «e)
D) Test Specifications
@ | Identification Complied with finished product
specification
o | Assay &c.0 - @ob.0% of labeled amount of

Atorvastatin calcium (calculated on the
anhydrous and solvent free basis)

m | Organic impurities
Atorvastatin related compound A (Desfluoro impurity) | Not more than o.m%

- Atorvastatin related compound B (:S, &R isomer) Not more than o.m%
- Atorvastatin related compound C (Difluoro impurity) Not more than o.m%
- Atorvastatin related compound D (Epoxide impurity) Not more than o.la%
- Any other individual impurity Not more than o.a%
- Total impurities Not more than e.e%

& | Enantiomeric purity Not more than o.m% of Atorvastatin
related compound E (S, &5
enantiomer)

& | Water (Trihydrate form) on.d — &%
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