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8NN 1 Cyproterone acetate 50 mg tablet
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1. #awn Cyproterone acetate 50 mg tablet

2. ankaNL G b1l
2.1 3uuuy Wuside SWTUTULsEMR
2.2 dmdsznay  Usznaudlodann Cyproterone acetate 50 mg 1 1 i
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3.1 Finish product specification“)

AmFENTAMINATA BP 2013
1. ﬂ?mmeﬁmﬁﬂﬁry 95.0 - 105.0% of the L.A of Cyproterone acetate
2. Identification ATIINIU ,
3. Dissolution szanglaiiaandn 70% of the LA. mulu 45 wndl
4. Uniformity of Dosage units ATIU

(Weight variation)

5. Related substances By liguid chromatography

- The area of any secondary peak : NMT 0.5%

- The sum of the areas of all the secondary peaks : NMT 1.5%
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3.2 Drug substance specification : Cyproterone acetate'

AnANLANIIIMARA BP 2013
1. YRnueaendagy 97.0 - 103.0% of the L.A of Cyproterone acetate (Dried substance)
2. Identification ATIIN
3. Specific optical rotation +152° to +157° (Dried substance)
4. Related substances By liquid chromatography

- Impurity F : NMT 0.4%

- Impurity E : NMT 0.2%

- Impurity B, C, G, for each impurity : NMT 0.15%

- Unspecified impurities, for each impurity : NMT 0.10%
- Total : NMT 0.5%

5. Loss on drying NMT 0.5%
6. Sulfated ash NMT 0.1%
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8NN 2 Etonogestrel 68 mg for implant
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1. fon Etonogestrel 68 mg for implant

2. amananaly

2.1 3uuy Wuurisen wdaudiuasfiuuss (Barium sulfate) z%m%’mﬁquﬁ’uﬁ@

22 dwmienay  Usznauaay Etonogestrel 68 mg lu 1 uvia

2.3 MIULIN Lwiamussajluaqﬂns:ﬁ%%‘al,ﬂ?aoﬁa wiawrafunenge dmiuldainden (Single use)
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3. AMANUANIIINALA

3.1 Finish product specification("

1. Sarsnday 90.0 - 110.0% of the L.A. of Etonogrestrel
2. |dentification Gli’aﬁwi’lum&lﬁiquu Finished product specification
3. Uniformity of content ATIY
4. Barium sulphate @iaa&iﬂuﬂﬁwﬁiquu Finished product specification
5. Drug release mw&humuﬁi:qlu Finished product specification
6. Dimensions of implant
- Length G\i’mmumu‘ﬁlizq‘lu Finished product specification
- Diameter @15’1%&i1umuﬁs:q1u Finished product specification
- Skin thickness @)i’aﬁwhu@lmﬁs:q‘lu Finished product specification
7. Related substances / Impurity @\i’;’awi’mmu“fdl's:g'lu Finished product specification
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18015 3 Human albumin 20% injection, 50 mL

ANUITTNIAIINIR aUaTB5IH

1. 3o Human albumin 20% injection, 50 mL

2. amantanaly

2.1 siluyy Wusnsazamednannde Ligsts finRessou wioFdulsan’ waﬂmnwmammawuw
fmsudadvasaiiand
2.2 dawsznay  Usznaudiud@asn Human albumin 20% wiv USunas 50 mL /1 MTuzuIIY
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3. amaniaNIImaita

Namsmaﬁmﬁ*w‘ﬂmmmﬂuvlﬂmu Finished product specification &z Drug substance speciﬁcation ﬁ

Emaomnma’ﬁmsum_mmmnu m"lmm‘n”mﬂumaa’mm’mﬂm,niwmsmmma.,m m“m’mmmsmm ‘YN‘I«L
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3.1 Finish product specification

(1.2}

Test item

BP 2013

- USP 38

1. Y3170 Albumin

F3unm Albumin laiasnin 96% vasludu

Fu3unm Albumin laitaunin 96% vaslysdiu

2. |dentification

ATIINIUTIT Immunoelectrophoresis

PTINIUALIT Immunoelectrophoresis

3. pH

6.7-73

av3ar A 3zyu Finish product specification

4. Total protein

95% - 105% maoﬂ?mnﬂﬂsﬁuﬁamns:q

94% - 105% maeﬂ?mmiﬂsﬁuﬁamns:q

5. Protein composition

@773 U (3% Zone electrophoresis)

A339%% (3T Zone electrophoresis)

6. Molecular size distribution

By liquid chromatography : The area of the

peak due to polymers and aggregates is NMT

10% of the total area of the chromatogram

AT

(LWEAINANIIATIY % polymer / Aggregates)

7. Haem content

NMT 0.15

NMT 0.256

8. Prekallikrein activator

NMT 35 1U/mL

9. Aluminium

NMT 200 pg/L

10. Potassium

NMT 0.05 mmol of K/g of protein

11. Sodium

NMT 160 mmol/l LLEI;E]%HH’&'N 95% - 105%
28913310 Sodium ﬁs:q’lmmn

130 - 160 mEqg/L
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(1)(2)

3.1 Finish product specification'”*” (6 )
Test item BP 2013 USP 38
12. Sterility AV ATITHIN
13. Pyrogens or Bacterial AU AT
endotoxins ns6i Bacterial endotoxin

- N3k Protein content < 50 g/L : NMT 0.5 IU
of endotoxin/mL
- N3tk Protein content 50-200 g/L : NMT 1.3 U
of endotoxin/mL
- 931} Protein content 200-250 g/L : NMT 1.7

1U of endotoxin/mL

PP ; ] - . 3
14. Heat stabilizers (N3 ilalu ﬂﬁ'ﬁamuﬂmﬁ‘s:ylu Finished product m’mmumum:y'lu Finish product specification
¢131) 1% Sodium caprylate specification

(Sodium octanoate) %38 N-

acetyltryp tophan W3adins 2 ¢

3.2 Human plasma @

1. Anti-HIV-1 ANIVUANINAITIN
2. Anti-HIv-2 ATIVAUMVINATTIN
3. Hepatitis B surface antigen ATIVIUANUINTIN
4. Anti-HCV (Antibody against Hepatitis C virus) ATIVAUMNINATTIU

uazfinang1usuT8ed1 Human plasma MWHEAENTANINAININAIZIUEINA LT NIBSC (National
Institue for Biological Standards and control), AABB (American Association Blood Bank), PPTA (Plasma Protein
Therapeutic Association)

Goawlagn g
1. e‘hmewmmanmimﬂeﬁuagn;mifuml,ﬂﬂu@h%’umLﬁaﬁmmnluﬂs:mﬂ%U uazdua (declare)
UABINAG
1.1 luddynsdunafoudiie me.2 ne.3 ne.4 wdudnsd)
1.1.1 luns@nduenfndaludszinelng naneie no2
112 'Lunsﬂﬁl,ﬂummnﬁtﬂ?ammﬂmssg wapde nu.3
1.1.3 lunsdifidueridrannenslsana nanefis ne.4
12 ludatunafiousn ne.1/s.1 sasenfilauamien WiDUTHA BRI NMIAILANAN AMNVBINT AN TUH
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3187131 4 Leuprorelin acetate 11.25 mg for pre-filled syringe
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1. ?j'am Leuprorelin acetate 11.25 mg for pre-filled syringe

2. auaaianaly
2.1 puny \ursguuy lyophillized Umaanide dwiuda
2.2 swdsznay  Usznauedne Leuprorelin acetate 11.25 mg / syringe
2.3 MIUUTTY msqlunszuanﬁﬂmﬂﬁﬂmm%auuu Pre-filled syringe (dual chamber) W3aua1sazane
Unenidels Wid
2.4 aam - szq%aﬂ’l fudsznauaIsdAYLezANNLTI TUNEe fuﬁyumq WfikGe wanzndon
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3. amaNaNImaRa

Nammi’z’iﬁmﬁ“ﬁﬂmmwLﬂuvl‘i_lmu Finished product specification a2 Drug substance specification ‘ﬁ
BN ETEITURLUREINY m‘lmwmmmmamum’mﬂmvnﬁumsa’lmma THT NIENTNRIFITNGY mu
Lna’ﬁmsuﬂ’ﬁmoamauﬂuaUUﬂmmJmesa'lﬁunﬂmﬂiﬁﬁul,na‘m’liu'lﬂmm%ua ANUTENIANTENTI9
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3.1 Finish product speclflcatlon

Test item BP 2013

1. YSumdandngy 95.0 - 105.0% L.A. of Leuprorelin
2. Identification AT
3. pH 5-7
4. Sterility ATIWU
5. Bacterial endotoxins NMT 11.6 IU/mg
6. Uniformity of dosage units ATITHY
7. Water content NMT 5.0%
8. Related substances - Impurity D : NMT 1.0%

- Impurity A,B,C : for each impurity, NMT 0.5%

- Unspecified impurities : for each impurity, NMT 0.5%

- Total impurity : NMT 2.5%

Y
(awa) ................................................................... YT TIUAUSNTTUNNT
/ (Wisallsnd qdinvduania)
a\ﬂsa .......................... @ ....... nITuNIg (m%a) ..... dz’” ............ e NITUANS
wilaunas ﬂ@angsum ) (WHENIFUEN 13uguna)

Mﬁhﬁ1li1un1sﬁ4'qﬁﬁ318/2560



3.2 Drug substance specification : Leuprorelin")

Test Item BP 2013
1. Uunadrendary 97.0 - 103.0% L.A.of Leuprorelin
2. ldentification AT
3. Specific optical rotation -38.0° to -42.0° (anhydrous and acetic acid-free substance)
4. Related substances - Impurity D : NMT 1.0%

- Impurity A,B,C : for each impurity, NMT 0.5%
- Unspecified impurities : for each impurity, NMT 0.5%
- Total impurity : NMT 2.5%

5. Acetic acid 4.7 - 9.0%
6. Water NMT 5.0%
7. Sulfate ash NMT 0.3%
8. Bacterial endotoxins NMT 16.7 lU/mg
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- Drug substance specification #9139 NluAeTEH0IHER drug substance 3eluAinTzw drug substance 189
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3980130 5 Multivitamins plus minerals tablet

muﬂs:mﬁ{i'awi'ﬂquasmmﬁ

1. §aen Multivitamins plus minerals tablet

2. amdanianaly
2.1 Uuuy Wusnide §9sUuYsEnu
2.2 sywlszney  Usznaudludlnn Vitamin A 5,000 (U, Vitamin D 400 U, Viamin E 10 IU, Vitamin C
(Sodium ascorbate) 75 mg, Vitamin B1 2 mg, Vitamin B2 3 mg, Vitamin B6 2.5 mg, Vitamin B12 3 mcg,
Nicotinamde 20 mg, Folic acid 1 mg, Ferrous fumarate 200 mg, Calcium lactate 250mg, lodine (as potassium
iodide) 0.2 mg LLaz Zinc (as ZnS0O,) 20 mg Tu 1 1ila
2.3 MTUVTI ussqlummu:ussqﬁﬂmﬁw LLa:USiQﬁmsﬁﬁmﬁ'mm
2.4 2810 - s:q‘ﬁ"am IUUTTNALMILFIAYUITAIULTI TUHER fuéumq Wfinde wanzdou
v LL@:"’J%m?Lﬁu%‘nmmvl'ﬁ"aszmauuumsﬁgﬁmsﬁ
- UKLHIEN aﬂwoﬁauﬁaaizq%am W3aTanInsen §IuLsENeY LALIWIAAMALTY
PBIEN L8UTINE® fuéumq‘lﬁ’mw

3. AmMANLANIIINANA

3.1 Finish product speciﬂcationm

1. YSanmeendnny 90.0 - 110% of the L.A. of Vitamin A

90.0 - 110% of the L.A. of Vitamin D

90.0 - 110% of the L.A. of Viamin E

90.0 - 110% of the L.A. of Vitamin C

90.0 - 110% of the L.A. of Vitamin B1
90.0 - 110% of the L.A. of Vitamin B2
90.0 - 110% of the L.A. of Vitamin B6
90.0 - 110% of the L.A. of Vitamin B12
90.0 - 110% of the L.A. of Nicotinamde
90.0 - 110% of the L.A. of Folic acid

90.0 - 110% of the L.A. of Ferrous fumarate
90.0 - 110% of the L.A. of Calcium lactate
90.0 - 110% of the L.A. of lodine

90.0 - 110% of the L.A. of Zinc

2. ldentification test m’mmumuﬁszﬂu Finished product specification
3. Uniformity of dosage units ATIU
4. Dissolution test ﬂiﬁ%ﬂﬂuﬂﬂuﬁsquu Finished product specification
4 eJ\/
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Potassium citrate 1,080 mg extended-release tablet
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3.1 Finish product specification“’

Test Item

USP 38

1. dSumdandagy

90.0 - 110.0% of the L.A. of Potassium citrate

2. Identification

AT

3. Dissolution

- fMIBTAIEWAT 30 W uRaIMIaTae tiNNNNI 45% (Q) of L.A.

- fMIBTAERAT 1 T2 uaesnsazaeliannndn 60% (Q) of LA.
- ANTRZAEWAT 3 Tla uaesmsasane lidaenin 80% (Q) of LA

4. Uniformity of dosage units

FTIINU

5. Potassium content

36.4% - 40.2%

3.2 Drug substance specification : Potassium citrate™

Test Iltem

USP 38

1. PSunadandngy

99.0 - 100.5% of Potassium citrate (calculated on the dried basis)

2. |dentification ATININ

3. Acidity or Alkalinity AT

4. Loss on drying 3.0% - 6.0% (180°¢, 4 hrs)
5. Tartrate ATIVU

6. Heavy metals NMT 10 ppm
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3780150 7 Potassium sodium hydrogen citrate granules 280 gm
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1. Baen Potassium sodium hydrogen citrate granules 280 gm

2. amanianaly
2.1 3uuy \Duume 3UDY Fine-grained granules §w3L3UUszmu

22 dmdsznay Usznauday Potassium 11 mEq, Sodium 11 mEq waz Citrate 27 mEq u 2.5 gm
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68.2 - 74.4% of the L.A. of Citrate
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