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51891151 1 Adenosine 6 mg/2 mL injection
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1.3asn  Adenosine 6 mg/2 mL injection
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2.1 3wy WnansazaneUseanigely Snsviadnnaaaiiaadn
2.2 gmilsznay Usznaudiuaun Adenosine 3 mg/mb lud3anas 2 mL da 1 MBUVITY
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3.1 Finish product specification("

AMFNIANIINAKA USP 35
1. USumarangany 90.0 - 110.0% of the L.A. of Adenosine
2. ldentification ATIWIU
3. Bacterial endotoxins NMT 11.62 USP Endotoxin U/mg of Adenosine
4, pH 45-75 T
5. Particulate matter ATV

-39 = 10 pm 1A 6,000/container

- U@ 2 25 pm Wilfin 600/container

6. Organic impurities - Any individual impurity : NMT 1.0%
- Total impurities : NMT 1.5%

7. Sterility ATITHU

8. Volume in container ATITNIH
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3.2 Drug substance specification : Adenosine o

amanianImaia USP 35
1. Bunmehendegy 99.0 - 101.0% of Adenosine (Calculated on the dried basis)
2. Identification ATITNI
3. Melting range 233°C to 238°C
4. Specific rotation _53.00 to _72_()o
5. Acidity or alkalinity ATININ
6. Loss on drying NMT 0.5%
7. Residue on ignition NMT 0.1%
8. Heavy metals NMT 10 ppm
9. Limit of ammonia NMT 4 ppm
10. Limit of chlorides NMT 0.007%
11. Limit of sulfate NMT 0.02%
12.0rganic impurities - Guanosine : NMT 0.1%
- Inosine : NMT 0.1%
- Uridine : NMT 0.1%
- Adenine : NMT 0.2%
- Total impurities : NMT 0.5%
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5780151 2 Antazoline HCI + Tetrahydrozoline HCI eye drop, 10 mL
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1.88871  Antazoline HCI + Tetrahydrozoline HCI eye drop, 10 mL
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3. AmMENUANIINARA

3.1 Finish product speciﬁcation“’

1. USunouenendany 90.0 - 110.0% L.A. of Antazoline HCI
90.0 - 110.0% L.A. of Tetrahydrozoline HCI

2. |dentification

- Antazoline ATINIU

- Tetrahydrozoline TN
3. pH @lsmmumu‘ﬁlizﬂu Finished product specification
4, Osmolality G\i’mmuﬂ’mﬁsziﬂu Finished product specification
5. Viscosity Glsmmum’mﬁi:qlu Finished product specification
6. Sterility ATIWU
7. Volume in container ATINU
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3.2 Drug substance specification o

3.2.1 Antazoline HCI

AMANLANIINARA BP 2013
1. Bunmeendagy 99.0 - 101.0% of Antazoline HCI (calculated with reference to the dried substance)
2. Identification ATITNIN
3. Apperance of solution Clear
4. Acidity or alkalinity ATV
5. Related substances NMT 0.5%
6. Heavy metals NMT 20 ppm
7. Loss on drying NMT 0.5%
8. Sulfated ash NMT 0.1%

3.2.2 Tetrahydrozoline HCI

AMANTANIINAKA USP 35
1. USinmenendegy 98.0 - 100.5% of Tetrahydrozoline HCI (Calculated on the dried basis)
2. Identification AT
3. Loss on drying NMT 1.0% (at 105°, 2 hrs)
4. Residue on ignition NMT 0.1%
5. Heavy metals NMT 0.005%
6. Ordinary impurities AIITHY
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181151 3 Clozapine 100 mg Tablet

1.5881  Clozapine 100 mg Tablet
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3. ansNANInaha

Namsmaﬁ]‘?mﬁ:ﬁqmmmﬁuvlﬂmu Finished product specification W82 Drug substance specification
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3.1 Finish product specification o

AmENIAMIMaia USP 35
1. USanmaaendeaty 90.0 - 110.0% of the L.A. of Clozapine
2. Identification ATIVHU
3. Dissolution aranslaivasnin 85%(Q) of the L.A. of Clozapine Ml 45 wii
4. Uniformity of dosage units ATIINU
5. Organic impurities - Unspecified impurity : for each impurity, NMT 0.5%
- Total impurity : NMT 2.0%
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3.2 Drug substance specification : CIozapine(”

AnENIANINARA USP 35
1. YSnmdasdny 98.0 - 102.0% of Clozapine (Calculated on the dried basis)
2. Identification ATIVHIW
3. Residue on ignition NMT 0.1%
4. Heavy metals NMT 20 ppm
5. Organic impurities - Impurity C : NMT 0.3%

- Impurity B,D : for each impurities, NMT 0.2%
- Impurity A : NMT 0.1%

- Individual unspecified impurity : NMT 0.10%
- Total impurities : NMT 0.6%

6. Loss on drying NMT 0.5% (105°C, 4 hours)
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8NN 4 Streptokinase 1.5 mU powder for injection

aadsemadiinsmdannsznswaisisagy wageamin 10 1 g |

19, 2360
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C.‘.D

1. Baen Streptokinase 1.5 mU powder for injection

2. amasionalul
2.1 31uuy ihwsdnani@eiun dmivde

2.2 dwmdsznay Usznaudisdaen Streptokinase 1.5 mU 1w 1 Vial

2.3 MTULIN ms@lummuzussgmﬁ@ﬂsmmm%a LLazussqﬁwﬁﬂaaﬁuum
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3. AnMENUANMARA

Namsm’m?mﬁ”vfﬂfumwLﬂuvlﬂmu Finished product specification waz Drug substance specifcation ﬁl
BN sTd LRt BN valﬂwwmUu@lamum’mﬂmwnssmmsmmmawm NIZNTNRIBTITURY mu
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Lia\‘l i”fumﬁm W.4.2556 8977 11 LIBIYU W.¢.2556 (mﬂ5~n’1ﬂ1m’1’ﬁnammnn*]:n’mﬂ 10 &mu’mu 2556) 1%
‘IJ%ﬂiJﬂaiJW%"ﬂ‘]Ja\‘iﬂmuﬂiiuﬂ’liﬂiwﬂ’mi"lﬂ'm’l

3.1 Finish product speciﬁcation“’

AmANLIANIIImata

BP 2013

1. Estimated potency

- 90% - 111% of the stated potency

- The fiducial limits of error are 80% - 125% of the stated potency

2. ldentification

FTIINTU

3. Acidity or alkalinity

68-75

4. Bacterial endotoxins

NMT 0.02 1U/100 1U of Streptokinase activity

5. Sterility ATITEW
6. Particulate matter ATIA
- 9u16 2 10 pm Liifiv 6,000/container

-9u9 = 25 pm Y 600/container

7. Uniformity of content or mass ATIWNH
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3.2 Drug substance specification : Streptokinase concentrated solution'”

AMENUANINAKA BP 2013

1. Estimated potency - 90% - 111% of the stated potency
- the confidence limits are 80% - 125% of the estimated potency

2. Specific activity NMT 510 IU per microgram of nitrogen
3. Identification AN
4. pH 68-7.5
5. Streptodornase NMT 10 IU of Streptodornase activity/100,000 1U of Streptokinase activity
6. Streptolysin ATIVHIUAL Finished product specification
7. Related substances Total impurities : NMT 5%
8. Bacterial endotoxins Less than 0.02 1U / 100 iU of Streptokinase activity
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51890190 5 Equine rabies immunoglobulin 200 IU/mL, 5 mL Injection

Gl'lﬂﬂizﬂ'lﬁﬁ’]ﬁﬂ\ﬂ%ﬂé’ﬁﬂit‘l’li‘)dﬁ"lﬁ"ﬁﬂbiﬁﬂ mmqﬂmwﬁ 10 1 8 Lal,gl 2560

1. 3am Equine rabies immunoglobulin 200 IU/mL, 5 mL Injection

2. amanianly

2.1 Juuny Dumsazansdnaanida 1alifld (clear to opalescent) wiafnaasdou d1wiuia
22 dwmiznay  Usznaudap Rabies immunoglobulin fildanndsuaniidainuuselaistasnin 200 1U/mL
130705 5 mL
2.3 MIULIN uss@lum‘nu:miqmﬁ@ﬂsmmm%afl@aﬁn PUIAVIIY 5 mL
2.4 aan - s:q%am FIUUTZNUAILNFAYUAZANINLTY TUHER 'J"uﬁvumq WuTinge wanziion
nzioudrsuen LLa:"‘s%n'mﬁu{nmmﬁamwﬁ'@wuuumsgﬁmﬁ
- UWMTUSLTIIN aﬂwaﬁauﬁaosxq%am WIaToNIMIAN S IULTENELUAZ AL
2098 LRURHER 'S'uz?vumqvlﬁ'@mu

3. AmENAN1IINAKA

3.1 Finish product specification"”
Test item BP 2013/EP 8"
1. Identification ATIVNIN
2. Potency The estimate potency is not less than the stated potency and not greater

than twice the stated potency D)

The confidence limits (P=0.95) of the estimated potency : 80% - 125%

3. Protein content 90 - 110% of the amount stated on the label

uazm3a daslaiannnit 100 giL

4, pH ﬂi?ﬂ&iﬂuﬂﬂuﬁ‘squu Finished product specification
5. Osmolality Minimum 240 mOsmol / kg after dilution
6. Molecular - size distribution m’mﬁhu@rm‘ﬁiziﬂu Finished product specification
(By liquid chromatography) (ﬁ’aduamwa%mﬁ:ﬁ monomer and dimer W8 polymers and aggregates)
7. Purity (By non-reducing polycrylamide gel AT mumu‘ﬁlifcq‘lu Finished product specification
electrophoresis)
8. Albumin (By electrophoresis) NMT 3%
9. Sterility test AT
10. Pyrogens AT
11. Extractable volume ATIVNH

s Quacrid
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(1,(2)

3.1 Finish product specification (Gi a)
Test item BP 2013 /EP 8"
12. Antimicrobial preservative
- P3N preservative Tudnsu - The amount is not less than the minimum amount shown to be effective

and is not greater than 115% of the stated on the label

- nI6kAa phenol Tudnsu - NIWMFATULAN Phenol : NMT 2.5 g/L

13. Stabilizer 80% - 120% of the quantity stated on the label

(awznydhinlugnidii)

RANBLAG : - Identification 1E35M A0 TN 150 Immunological test %38 virus neutralization test
P [ B a el o ar ' M e
- pydfiaansidouudinisiiu (waive) msaasauiaszdisnisle 'lMﬁuuamLanmsmng’mmnm'm‘lmuagu‘a

]
4

Gowludug
1. zhmmwmmanmsmﬂ@ﬁuagtywm‘fumtﬁ pudru s minglulsinelng ussduns (declare) WARINAS
1.1 luddymatunafoudsum mo.2 ne.3 no.4 wdudnsdl)
1.1.1 lunsdimdueniindeludszinalng nanefls no.2
11.2 lunsﬂﬁlﬂumﬁwLﬁﬁLﬁammﬁomsg nODe N3
1.1.3 luns@fdueninthandnsdssne wangils ne.4
12 ludwatunafiouen e 1/e.1 vasenfisuanen wisumeazsidueiamInIuguA AWIBINRR N
anufidunzifion (finished product specification) ussTariMuANMNIWVEIIARFU (drug substance specification)
nszﬁﬁ'agszmﬁamsmﬁwuﬂaaLm“lmﬁmau daIunULaNIITELWININEENNTTaRA 1 (81.5) NWTBY finished
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318NN 6 Fluphenazine decanoate 25 mg/mL injection
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1. #amm Fluphenazine decanoate 25 mg/mL injection

2. amanyana
- SN o o o 2 o
2.1 yuuy WugsazaeUsaanda snsuiatinasaiiandn
22 swwdsznay  Usznaudiuene Fluphenazine decanoate 25 mg 1w 1 mL
° o a & a Y 1 @ o a
2.3 MPUVIT ussglummu:mmuussqU'\Q@ﬂﬁﬂvuaﬁuwmmt,m Type " uszuITInmiaaiuues
2.4 237N - 3TYTas FulTnaudHAYLznINLI TunEe Tuiuans Wwafinde
waneideudisuen wazdsmstfiusnsnen v[iati*no‘z?ﬂl,auuuussqﬁmwf
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3. AnEANIANINAKA

Namsm'sa’?mﬂ:ﬁqmmwLﬂu'lﬂmu Finished product specification a2 Drug substance specification ‘ﬁl
SuBsnnindsdnsuatiieanu eldaanzidoudadinmuamenIsunisawisuaen NITNTNETIINGD it
wnFrdnsufildsnisedeaduativfifaurimialneingn nizﬁ"l,aiLﬁﬂuwhLwil.ﬁu"lﬁ_lmuﬂszmﬂnszmwmmsmzyu
304 UM W.A.2556 89307 11 W% W.71.2556 (mﬂszn'\ﬂ'lus'vnﬁwmmnmi’uﬁ 10 igwon 2556) W
ifun”uqanﬁﬁwammxnssumsﬂs:mm‘umm

3.1 Finish product speciﬁcation“”m
AMANLANIINAKA USP 35 BP 2013
1. USnadsndagy 90.0 - 115.0% of the L.A. of Fluphenazine 90.0 - 110.0% of the L.A. of Fluphenazine
decanoate decanoate
2. ldentification AT AT
3. pH ATIININ ATIVHIU
4. Bacterial endotoxins ATIIHU AT
5. Sterility ATIVHEIW ATITHIU
6. Volume in container AT ATV
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3.1 Finish product specification (Gia)
AuaaiAMamadia USP 35 BP 2013
7. Particulate matter ATIININ ATIINIY
- a%MAYTA > 10 pm Lifin
6,000 a9
- BUMATWIA > 25 pm Taiifin
600 aunn
8. Related substances Total impurity : NMT 2% - Unspecified impurity : each impurity,
NMT 1%
-Total impurity : NMT 2%

3.2 Drug substance specification : Fluphenazine decanoate'™?

AANTANIINATKA USP 35 BP 2013
1. USnmaasdnty 98.0 - 102.0% of the L.A. of Fluphenazine 98.5 - 101.5% of the L.A. of Fluphenazine
decanoate, calculated on the dried basis decanoate (dried substance)
2. Identification ATIWY ATITNIN
3. Loss on drying NMT 1.0% NMT 1.0%
4. Residue on ignition NMT 0.2% -
5. Ordinary impurities / Related - Individual ordinary impurity : NMT 1.0% - Impurity A : NMT 0.5%
substances -Total of any ordinary impurities : NMT 2.0% | - Impurity B : NMT 1.0%
- Any other impurity : NMT 0.5%
- Total : NMT 2.0%
6. Heavy metals - NMT 20 ppm
7. Sulfated ash - NMT 0.1%

KIYWNG - nadinaemzidanudimaiu (waive) miasrraudneinamsle Iiauusasienamangmaind i ldiueysi@cy
- Drug substance specification ﬁmim’lﬁl’mlﬁm‘i'l:ﬁmmﬁj W&® drug substance v3oluSiaTed drug substance 189
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VIWTay finished product specification Waz/%38 Drug substance specification lagvautludautudsznia
dezmanadldnnseiing wazliiu 2 3 m udszmedsznmenasidnnseiing
2. 18NAITUIDINIAIZIRNITHAALN

2.1 nsdfigwdaluznalng Hdadasfiionmaiusesanasgwnsiaumandnin e iuaz38msia u
MINaNL PIC/S (Pharmaceutical Inspection Co-operation Scheme) lasmiiuanu PIC/S participating authorities
wia flanassusesnaspiunisuiauaananinusiuasd s nmsialuniniaonuesdninua eI
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SEmInialumInaew PIC/S (Pharmaceutical Inspection Co-operation Science) lagw1iae:9M% PIC/S participating
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3. Lanmsqmmwmmmv";tauai']m (Fnunwnawana)

3.1 Namsm'sﬁmﬂ:ﬁqmwwwﬁmﬁmﬁmﬁwﬁagﬂmaag’wﬁm (Certification of analysis of Finished product) 114
mjuﬁduﬂmﬁama

3.2 wann3avTRdinTamnwiagiiuaessind Ay (Certification of analysis of Drug substance) 7illu
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5180150 7 Human rabies antiserum 300 IU/2mL. Injection

muﬂs:mm‘i'mm'mﬂé’ﬂns:‘nﬂammsmqm l‘ﬂ@l’(’!ﬂﬂ’]ﬂﬁ 10 1 8 La’ﬂ 2560

1. @ Human rabies antiserum 300 IU/2mL Injection
2. apsasianaly
2.1 3uuuy WuasacnoUnannidels w3a Pale yellow 3o Light brown #w3uda
2.2 dawdsznay Usznaueas Human rabies immunoglobulin potency laittasnda 150 IU/mL USunas 2 mL
1 MBUsuI
2.3 MIULLIN usnﬁlum@uﬁmﬁa;mﬁ@ﬂﬁﬂmm%a Lm:msqﬁmfﬁﬂaoﬁuum
2.4 28N - 5:14%511 FIUUTENAUAILIFEIRYUAZAINLTI TUNER i'uf?fvumq Wwfinda wanzon
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3. amaNANNARA

Nami@lﬁﬁﬁmﬁ:ﬁqmn’l'WLﬂuvliJmu Finished product specification Laz Drug substance specification
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3.1 Finish product speciﬁcation")

AMANTANIIINAKA BP 2013

1. Potency 1. The estimated potency is not less then 150 IU/mL and not greater than twice the
started potency

2. The confidence limits (P = 0.95) : 80 - 125% of the estimated potency

2. ldentification AIINIUAAT immunoelectrophoresis
3. pH 50-7.2
4. Total protein m’mﬁhuﬁnuﬁ‘sz‘lﬂu Finished product specification

5. Antibody to hepatitis B surface antigen | NLT 0.5 IU/g of Immunoglobulin

6. Sterility ATIIHU
7. Pyrogens ATIIN
8. Bacterial endotoxin NMT 5 IU/mL
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3.1 Finish product speciﬁcation"’

AnANIANIIINaka BP 2013

9. Distribution of molecular size - Monomer and dimer NLT 85%

- Polymer and aggregates NMT 10%

10. Immunoglobulin A Not greater than the maximum content stated on the label

11. Volume in container AT

@ o a Y o o
HnuBnRe 1. U0 7 W8sva 8 Laﬂﬂmalﬂmﬂ“ﬂu\i
—————

A o v 'Y . a € P o e dN we a3
2. NIUNIAVIELLIWLINNITIW (waive) NINTIIRBLN Lﬂ?’l:%ﬁﬂﬂ'ﬁlﬂ 1“ U%LL@@NLE}nmwaﬂﬂ']uﬂonﬁ'nﬂvlﬂﬁua‘%&l@lﬂ'?ﬂ

3.2 Drug substance specification : Human plasmam

1. Anti-HIV-1 ATINIUONUATZIN
2. Anti-HIV-2 mmmumummgm
3. Hepatitis B surface antigen @lswmum’]ummﬁﬂu
4. Anti-HCV (Antibody against Hepatitis C virus) m’mmumummg’m

Ltasﬁwﬁngﬁufmaﬁﬁ Human plasma ﬁﬁﬁmnﬁmmﬁqmmwmmmmg'mmna 153 NIBSC (National
Institue for Biological Standards and control), AABB (American Association Blood Bank), PPTA (Plasma Protein

Therapeutic Association)
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BnIN@ IuMIHEALN PIC/S (Pharmaceutical Inspection Co-operation Science) lagwtiaau PIC/S participating
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3. l@naEIAMAMYILNIERD AT (FUwinmnans)

3.1 HANSATIVNATIERA WNTWNE AT U nduFagivasnda (Certification of analysis of Finished product)
Tujunsaiudaogng

P
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