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381N 1 Atorvastatin calcium 40 mg Tablet
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Zamn  Atorvastatin calcium 40 mg Tablet

ansaaniana
1. flweudle dwsusudszmu
2. T 1 1@ Ysznaudln@aen Atorvastatin calcium 40 mg
3. us‘sqluu.magﬁl,ﬁnuwaﬂi %30 blister pack Jashn
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1. Uanudendagy 90.0% - 110.0% of the L.A. of Atorvastatin calcium

2. |dentification wiiﬂﬂﬂumﬂuﬁiquu Finished product specification

3. Uniformity of dosage units m’mmumu‘ﬁ'i:q‘lu Finished product specification
(Content uniformity D) Uniformity of content)

4, Dissolution mwmumu'ﬁ'izqh Finished product specification

Feulpin 9

o . war X P o A o f o
1.mmewmmanmﬁmﬂmumgty’mmummwmsumtwam%mﬂ‘luﬂs:mﬂ'lm wazdLad (declare)
LRAINAG
o had ! -] o ot 9 1 =l
1.1 ludrdmstunzidoudisven (Mo.2 no.3 ne.4 uauanI)
1.1.1 Wunsdifidunenfinfeluyssmalng waneds no2
a o A ' a
1.1.2 luns@mdugminduianisutiussy wansds nu.3
1.1.3 lunsdifduentiignaineasdsana nanois no.4
Y/ ; .

1.2 lugadunzifowe no.1 wie 0.1 veIEfilEueTIA WiBNTwaBLARITENIAILANRMITNYEBS
a &~ € & P v ... . . . Py ' o a -
Namnm‘nmumm:mw'h (finished product specification) nstumags:wmn'mﬂaﬂuuﬂamﬁ‘lmwmnu

asdaaunuana @ IMwInen1sautly (8.5) ¥ w3aa finished product specification Waz/w3a Drug

substance specification

UYIpIuAMENITANTT

nITUNII

(W1sh YaTIY) HWRNNTS ngawiant)

Mﬁ‘li‘ﬂlﬁ‘lUn'ﬁﬁ1_‘l{ﬁ'ﬁA‘6/2558
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2.1 nsdnenaaaTwlsznalng Nwaemawmnmmwmwmaasusaammmumwammmwanmm{
AEMIAALUNTHRALNTBINTINTIETITUFY (GMP 138 GMP/PICS) Tunmaneenfianane

2.2 nsdifiwgngndedszna gnamaaummﬁmwmr.mmaa‘susaommg'mmmﬁmmmu
V\é’nmm‘ﬁi‘%msﬁﬁlumwﬁmmwaoﬂs:mm&’wﬁm #3a Certificate of pharmaceutical products
3. mﬁtaua@TaaLﬂumﬁu?ﬁmﬂuﬁwamvﬁaeTme“wma (LEAILBNEITIUTAI)
4. mmewmmanmsﬂmanwnwaammauaﬂm

4.1 Namsmﬁmmﬂmﬂmmwwamnm‘nmawmm (Certification of analysis) 'Lumsunamﬂumamo

4.2 HANIATIVIATRAAUNWIAYAL (Raw material) maommmﬂmmﬂumwamm m’uawnaam
u.a:wwammnﬂwnLﬂmummnu Lmzl,ﬂm_ummnummauwﬂae (LFANBNTTILIDY) FDIUAAINTTATIY

Atorvastatin calclum mu

USP 35
98.0 - 102.0% of Atorvastatin calcium

BP2013 | |
97.0 - 102.0% of Atorvastatin calcium

AnaNiaM mana

1. USunmandrngy

(Calculated on the anhydrous basis)

trihydrate (anhydrous substance)

2. Identification

A3 UA2837 Infrared absorption

“aTaruaa83T Infrared absorption

3. Heavy metals

NMT 20 ppm

NMT 20 ppm

4. Related substances

- Organic impurities : NMT 0.05%
- Atorvastatin related compound A
(Desfluoro impurity) : NMT 0.3%

- Atorvastatin related compound B
(3S,5R isomer) : NMT 0.3%

- Atorvastatin related compound C
(Difluoro impurity) : NMT 0.3%

- Atorvastatin related compound D
(Epoxide impurity) : NMT 0.1%

- Any other individual impurity : NMT 0.1%
- Total impurities : NMT 1.0%

- Impurities A,B : for each impurity,

NMT 0.3%

- Impurities C,D : for each impurity,

NMT 0.15%

- Unspecified impurities : for each impurity,
NMT 0.10%

- Total : NMT 1.5%

5. Enantiomeric purity

NMT 0.3% of Atorvastatin related
compound E (3S,5S enantiomer)

Impurity E : NMT 0.3%

6. Sodium

NMT 0.4% (anhydrous substance)

7. Water'

3.5% - 5.5%

3.5% - 5.5%
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7.1 SFUWIFAINANTANBIAUAINIVDILN (Stability data)
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s1amsh 2 Enoxaparin sodium 60 mg Injection

alszmadminguasesii

fom Enoxaparin sodium 60 mg Injection
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1. Wussazaednannge labiddtidiniasdon
Tu 1 MuysTy Usznaudiu@l Enoxaparin sodium Naayany Enoxaparin 60 mg

X v a
usTlunaaausTanUnanniEanibuida (pre-filed syringe)
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ANNUULTTIA DURE MU LTTIRFANEEN dayTzyFaauig e, SauLTneLYaIi SR QUazAAILT,
TUANER, Tunuaang, Wwafinge, winsdeudriven uezdfidusnwem 1atnsvaian

amaNamsinana "

amsaianMInaia USP 35

SSnuadany 90.0 - 110.0% of the potency stated on the label of International
Anti-factor Xa Units (lU)

Py

2. ldentification ATITHU

3. Anti-Factor Xa to Anti-Factor lla Ratio 33-53

4. Benzyl alcohol content (if present) 1.35% - 1.65% T

5. pH 55-75

6. Bacterial endotoxins NMT 0.01 USP Endotoxin Unit/unit of Anti-Factor Xa activity in
Anti-factor Xa U

7. Anti-Factor 1A Activity NLT 20.0% - 35.0% of the potency stated on the label of
International Anti-factor Xa Units (IU or 1U/mL)

8. Free sulfate content NMT 0.12%

9. Sterility tests AU

10. Particulate matter AT

-9w1@ > 10 pm Litfiu 6,000/container

-qu1e > 25 pm Lilfiu 600/container

11. Impurities ATIHIU

12. Volume in container/Extractable volume | #3330H%
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1.ii'u.mmwd'lmanmsm*s‘lﬂ”%'uagmﬂmfuﬂnﬂ sudrsugui asminglulssnalng uazduad (declare) UnsIHE®
1.1 ludnymslunzdoudiiuen (.2 ne.3 no.4 udaudnsdl)
1.1.1 lunsdimduenindeludszinalng wanefs ne.2
112 lunsrﬁﬁtﬁumﬁ%i’\w‘v‘amsuﬂwssq nanede ne.3
1.1.3 luns@fidueindhandradsuna wanefls nu.4
1 2 ludaatunadoug ne. 1 vassfilauera wfounuazfoaradonsniuquamnnyasnianon
auATunziiunly (finished product specification) nsn‘iﬁag;szwmn'mﬂﬁiwuﬂaaLtrﬂmﬁmﬁm:ﬁaquuu
Lanmw?aﬁ'nmmwﬁwmﬂauﬁ’lmmw%’au finished product specification
2. unsdngwaaluwszmalng Quﬁ@m”aaﬁa”n.mmwmwf{aﬁaguiaqmmgmmmﬁmmmuv\é‘nmmfvf
SEMITaLUNIIHRAINBINTINTHATITUTY (GMP) Tunanaefiauans
Tunsdifidneningramndsyssana griadesddaunmuiemiiraiveanasgunndameny
ué’nmmﬁ’?ﬁmsﬁvﬂumwammmaaﬂs*mﬂﬁwﬁm #1389 Certificate of pharmaceutical products
3. mtmmwmﬂLanmSﬂmanum.,maammauaﬂm
3.1 mamsanlieTzigunwKAnAsiueINae (Certification of analysis) 'lummﬂauﬂumama
3.2 NaMIATIRAATIZRGUMNIAQAL (Raw material) YpsdndagyAlsluntandann m'uamwamm
uamwammﬂumﬁmummnu LLa.,Lﬂusummnummammm (LRAUBNENTILIIEN) FOIURAINIATIVATE

@auumn1otnﬂunﬂaa Enoxaparin sodlum( )

qmauﬁ‘amomﬂﬁﬂ USP 35

1. PBanmaaedeny
® Anti-factor Xa The potency : 90 - 125 Anti-Factor Xa International Units

(IU)/mg, calculated on the dried basis

® Anti-factor lla The potency : 20.0 - 35.0 Anti-Factor lla 1U/mg, calculated on

the dried basis

® The ratio of Anti-Factor Xa 33-53
activity to Anti-Factor lla activity

2. Identification AT
3. Benzyl alcohol content NMT 0.1%
5. Nitrogen Determination 1.8% - 2.5%, on the dried basis
6. Sodium content 11.3% - 13.5% on the dried basis
7. Heavy metals NMT 30 mcg/g
8. pH 62-7.7
9. Loss on drying NMT 10.0% of its weight
10. Specific absorbance 14.0 - 2 0.0 on the dried basis
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qm«uﬁ‘c‘tmomnﬁa ‘UsP 35

11. Bacterial endotoxins test NMT 0.01 USP Endotoxin Unit/iU of Anti-Factor Xa activity

12. Molar ratio of sulfate to carboxylate NLT 1.8
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71 FULFPINNTANNIAINUAIAIVEILN (Stability data)

7 1.1 Wwnsdidunzfousnanannnii 2 0 SedafiEmMNENIRANIANE Long term stability onafiu
winanlunzifonenauuaas
7 1.2 luns@idunaidouenaniesnit 2 4 a:ﬁmﬁzhmewmﬂNamiﬁnmmmmﬁ"maommu'?idu

Wadnlunzonsnaiuans LLaJ'ImumsaammusamanmsmnNummwamww
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