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5980151 1 Adenosine 6 mg/2 mL injection
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1.%a81  Adenosine 6 mg/2 mL injection
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3.1 Finish product specification"’

AmAnianInaRa USP 35
1. USamanansagy 90.0 - 110.0% of the L.A. of Adenosine
2. Identification NN
3. Bacterial endotoxins NMT 11.62 USP Endotoxin U/mg of Adenosine
4. pH 45-75 T
5. Particulate matter ATITNIN

-9 = 10 um laitfiu 6,000/container

- U9 = 25 pm lailfiu 600/container

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

7. Sterility ATITHU

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

AMANIANINARA USP 35
1. YSanmeensag 99.0 - 101.0% of Adenosine (Calculated on the dried basis)
2. Identification AT
3. Melting range 233°c to 238°C
4. Specific rotation _53_0° to _72'0<>
5. Acidity or alkalinity AT
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%

o o (9 . a { o o M sa
RANBNG - natiifsanzidouudamaiu waive) miesesauiierzinemsla Wiusaianmmanguana i lasuawitdae

- Drug substance specification ﬁmsm’:mnlufimﬁ:ﬁ‘madﬁwﬁm drug substance WiBlU3LAMEA drug substance 184
o o a o @ o 4 a @ i o
awaﬂmmﬁagﬂ atuleatiunils snsﬁmwmmmﬁ:ﬁﬂsnnnm%ﬁmwm

Baulvfug
1. ﬁﬂl,mmwd'lsJLana’\imivl,ﬁuaggzymifumLﬂnu@‘iﬁuU']Lﬁiaa“mmzﬂuﬂszmﬂvlm WazHILe (declare)
UWREINA®
1.1 'Luz%’ﬁtymsin‘ruwuﬁﬂw‘iﬁum (8.2 8.3 N84 LRIUANTER)
1.1.1 luns@nduenfindalulszanelng nanods ne.2
1.1.2 ‘Lunszﬁﬁtﬁummml”wﬁlammﬂousig wupds ne.3
1.1.3 luns@Rdlugnindranndisdssing nanads ne.4
12 ludpedunzifiouen ne. /8.1 Tassiiaueen wiaumuazduaiatanmInuaun M wIaIHI AR
aundunzidon (finished product specification) LLa:ﬁaﬁﬁ%uﬂqmn’lwmaafﬂqau (drug substance
specification) nirﬁﬁag;szmwmsmﬁﬂuu,ﬂaqLm"'l,mﬁmau ABILUUVLBNETERMMWENENTVRLA M (2.5)
UINTBY finished product specification uaz/3e Drug substance specification lagvaun lufauiudszne

Ysznaamedidnniaing wazhiiin 2 9 o wdszmedszmenaididnnsaiing

(WIEINTTMUNT LAUWUT) d
[CRk:12) N S o NITUMT [CRE12) W O NITUNT
wwgiadon faedoud) WIITH UAIINT)
TGRE12) YN \ RS N3NNI (OIBD)eeeee . S, ATINNT
(WHEMIWTT NyawIai) (WNENTAUET Lrodan)

wifi2iemsi 'qﬁﬁ"u.oalzsss




2. 1aNEN3TLIDINIATFTINNTHAA LN
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5780191 2 Antazoline HCI + Tetrahydrozoline HCI eye drop, 10 mL
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1.3087  Antazoline HCI + Tetrahydrozoline HCI eye drop, 10 mL

2. ansanan
2.1 31wy Dussszanadnenidols dnsuldnoeam
2.2 gwlsznay  Usznaudodasn Antazoline HCI 0.5 mg waz Tetrahydrozoline HCI 0.4 mg U33n@s
10 mL 6ia 1 MUV
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3. AMENUANISINAKA

3.1 Finish product specification“)

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

2. Identification

- Antazoline ATIU

- Tetrahydrozoline ATIVEU
3. pH ﬂi’sﬁlmumuﬁszqh Finished product specification
4. Osmolality avarmaufiszylu Finished product specification
5. Viscosity m’mbi’m@l’mﬁi::qlu Finished product specification
6. Sterility ATITIH
7. Volume in container ATITHU
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3.2 Drug substance specification M

3.2.1 Antazoline HCI

AMANTANImMAKA BP 2013 '
1. Banmenpdnmy 99.0 - 101.0% of Antazoline HCI (calcuiated with reference to the dried substance)
2. Identification AT
3. Apperance of solution Clear
4. Acidity or alkalinity AU
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

AMANIANIINAKA USP 35
1. ﬂ?mmﬁ"‘lmﬁﬂﬁy 98.0 - 100.5% of Tetrahydrozoline HCI (Calculated on the dried basis)
2. ldentification 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 ATINY
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3 = British Pharmacopoeia 2013
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S"mm‘sﬁ 3 Clozapine 100 mg Tablet
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1. %@y Clozapine 100 mg Tablet

2. amaniana L

2.1 guuy Wuegde dnsusudsenmu

2.2 #wdsznay  Usznaudlueaen Clozapine 100 mg 1% 1 1da

23 mrweniny  usTtluwunsagliiisuwasd wia blister pack Jaslin
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3. AMENUANWINALA

Nami@li’Jﬁ)’SLﬂi’]:ﬁQmnWWLﬂuvlﬂmaJ Finished product specification L8z Drug substance specification
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3.1 Finish product specification "

AmaNlANIMaARa

USP 35

1. USumarsnsamy

90.0 - 110.0% of the L.A. of Clozapine

2. |dentification

ATINIU

3. Dissolution

azanglaiaendn 85%(Q) of the L.A. of Clozapine nmalu 45 w1

4. Uniformity of dosage units

AT

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"’

amanianImana USP 35
1. sy 98.0 - 102.0% of Clozapine (Calculated on the dried basis)
2. |dentification ATIIHIW
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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BN & Streptokinase 1.5 mU powder for injection

aailszmadiinamlannsznseaissmg mmqﬂmwﬁ 10

1. Bazn Streptokinase 1.5 mU powder for injection

2. amasianaly

2.1 31wy uksntneinidediung dmiude

2.2 saudszney Usznaudsdasn Streptokinase 1.5 mU w1 Vial

2.3 MTUVIN Uiﬁ@lum’ﬁu:mnmﬁ@ﬂmﬂmm%a LLazussgﬁmﬁﬂaaﬁmm

2.4 23N - szq%am FIUUITNALAINFIAYURZAIINUITI TUNER fuéumq W UTiNGe
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3. AMENIANINAKA

Nﬁﬂ’ﬁ@li’s?ﬁmﬁ:ﬁqiun’lwLﬂu‘lﬂmu Finished product specification &z Drug substance specification ‘71'
sreBsnningrdnsuatiuidipany 4eldaeanzadoudadinnuamnssunisanmisuaz e NIENTWFITUEY »adt
s uRlTEsBsda s duatiuifisuiriimialnini ﬂitﬁvlliLﬁU‘UL‘Yi”lLLGiLﬁuiﬂ@n&lﬂitﬂ’lﬂﬂi::‘ﬂ‘i’)dﬁ']ﬁ’]'imiﬁl
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3.1 Finish product speciﬁcation(”

AmENIAMImaia BP 2013

1. Estimated potency - 90% - 111% of the stated potency
- The fiducial limits of error are 80% - 125% of the stated potency

2. Identification ATITAIU
3. Acidity or alkalinity 68-75
4. Bacterial endotoxins NMT 0.02 1U/100 IU of Streptokinase activity
5. Sterility AT
6. Particulate matter ATIIU

~9Ua = 10 pm LilAin 6,000/container

- W@ 2 25 pm 14w 600/container

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

AmENTANINAKA 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 U per microgram of nitrogen
3. Identification ATIU
4. pH 68-7.5
5. Streptodornase NMT 10 1U of Streptodornase activity/100,000 1U of Streptokinase activity
6. Streptolysin #7290 UMY Finished product specification
7. Related substances Total impurities : NMT 5%
8. Bacterial endotoxins Less than 0.02 1U / 100 U of Streptokinase activity
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N aauﬁmqma numzmmumuﬁ"lsuanmimsaﬂ%mmnm‘nm

i'lzlmi‘ﬁ 5 Equine rabies immunoglobulin 200 IU/mL, 5 mL Injection
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1. 38 Equine rabies immunoglobulin 200 IU/mL, 5 mL Injection

2. amanianaly
2.1 gﬂuuu
2.2 gaudsznay

23 m’nuzussg
2.4 28N

Wusnsazansdseanits 1alidd (clear to opalescent) w3afinAasdau dniuia

ystnauehy Rabies immunoglobulin Aldandsuhdidanuuselaitasnin 200 UmL

33165 5 mL

ussqlumﬂnu:msqmﬁ@ﬂsnﬂmm‘gaﬂ@aﬁw PUIGUTIY 5 mb
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3. Qmamﬁ‘amamﬂﬁﬂ

3.1 Finish product specification

1.(2)

Test item BP 2013 /EP 8"

1. Identification

ATIWH

2. Potency

The estimate potency is not less than the stated potency and not greater
than twice the stated potency W38
The confidence limits (P=0.95) of the estimated potency : 80% - 125%

3. Protein content

90 - 110% of the amount stated on the label
uazm3e davliunnnii 100 giL

4. pH m'aiwhuﬂ’mﬁiziﬂu Finished product specification
5. Osmolality Minimum 240 mOsmol / kg after dilution
6. Molecular - size distribution ﬂi'ﬁlw"mﬂ'lmﬁi:‘lﬂu Finished product specification
(By liquid chromatography) (ﬁaummwaﬁmﬂzﬁ monomer and dimer WAz polymers and aggregates)
7. Purity (By non-reducing polycrylamide gel A7 N’mmuﬁizﬂu Finished product specification
electrophoresis)
8. Albumin (By electrophoresis) NMT 3%
9. Sterility test FIIINU
10. Pyrogens AT
11. Extractable volume ATIINIW
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M2

3.1 Finish product specification (@9)
Test item BP 2013 /EP 8" |
12. Antimicrobial preservative
- AIThAY preservative ludnsu - 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

- N3N phenol ludnsu - NIRAFULEY Phenol : NMT 2.5 g/L

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

(awnidhdnlugeiiv)

RUBLA ; - Identification TEI5N13913793A 12 LB Immunological test %38 virus neutralization test

Qe
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product specification Waz/%3a Drug substance specification lagvaur lunawindsznmadsznianaididnniafing
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2. LANAITTUIDINIATFINMINAAL
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1 =8 European Pharmacopoeia (General requirement U839 immunosera for Human use, Animal)
2 = British pharmacopeia 2013 (General requirement 284 immunosera for Human use, Animal)

3 = ngnIznyheIMITUTasTw M INERsuNwlauIIuE IR W.a.2553

(WNEINTTUNT IaUNUS)

(R9F8).reee. C\/ ................. nNITNMI [R5 1) W Q.P ................ AITUNS

Wi 1a39)

nNyINMI (89%0) % NIIUNNT

(WNETINTS  mgawland) (WHRITAUST IBedan)

w3 sTisyaile.03/2559



h
Qv Qv s I3
S'lﬂaztﬁHﬁqmanﬂmzmwwtmuﬁ']manmimiaﬂ%an‘nnmmm
1aan 2.03 / 2559
518n13N 6 Fluphenazine decanoate 25 mg/mL injection

anlszmad1innlaansznsNas1 s wmqmmwﬁ 10

1. 3o Fluphenazine decanoate 25 mg/mL injection

2. amananaly

2.1 31wy Wuansazmadsennids snsuiadhvaaniiand

2.2 sulszneay  Usznaudw@len Fluphenazine decanoate 25 mg 1w 1 mL

23 MTUsuIsy  UITlumTusniuLIn pdadsdariianieuta Type I Lm:Uﬁamifﬁﬂaaﬁ'mm

2.4 28N - mﬁi‘am Uz UMILNEIAYUAZANULTY TUNES i’u&vumq \wunE®
wanzidoudrsue wse3Smafiusnenen Hadwdauuuussaiued
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3. ANANTANINAKA

Namimm‘?mﬂzﬁqmﬂ’\WLﬂuvl‘lJmaJ Finished product specification &z Drug substance specification i
§r9BannunTETuatLE It Seldeanadoudadinnuasnssunisanwisuazen NIENTHTITUFY viaik
ndwnsuRlEEessdanduatufitiisurinnialninia nsrﬁvlmﬁwwhLwil,ﬂuvlﬂmuﬂs:mans:mwmmsmqw
304 UM W.91.2556 8TURA 11 WU W.A.2556 (aaﬂsznwa’tuswﬁamwunmi’uﬁ 10 Anwamw 2556) o
ifuﬁuqawﬁﬁwaoﬂm:nsmmsﬂszmmﬁmm

3.1 Finish product speciﬁcation“)’(z’
AMFNTANWINAKA USP 35 BP 2013
1. ﬂ?mmﬁaméwﬁzy 90.0 - 115.0% of the L.A. of Fluphenazine 90.0 - 110.0% of the L.A. of Fluphenazine
decanoate decanoate
2. Identification fTIEU ATIININ
3. pH ATIIH ATITHIN
4. Bacterial endotoxins AT ATITHU
5. Sterility ATITHW AT
6. Volume in container ATIIHW ATITHY

(89%8) s NITUMST (89%8) {f nNIIUMS
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3.1 Finish product specification (Gia)
AMANTANIINALA UsP 35 BP 2018
7. Particulate matter ATIINN ATIIHIN
- umMaI@ > 10 pm lailfin
6,000 aunIA
- DUMATWIA > 25 pm laiifin
600 aynf
8. Related substances Total impurity : NMT 2% - Unspecified impurity : each impurity,
NMT 1%
-Total impurity : NMT 2%

3.2 Drug substance specification : Fluphenazine decanoate"*?
auanianInaia USP 35 BP 2013
1. ﬂ%mmﬁ"amﬁ’m@ 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 ATITHI ATIEU
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%

ad P Y > . o IS [} o o, d¥ e an o
NINBWA - nadiflaanadoudimuiu waive) msarserAierzinonsle WiwisasanamangwaIna 17 idslewsideae
- Drug substance specification WastnnluTiaTziusauia drug substance wIaluAiaTiEv drug substance 89
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12 ludmatunafouen ne 1.1 vesefituenm WiBNTEAB AR TIMINIUANA IWIBINAA DU
auidunzifon (finished product ~specification) uwazariinuanmAIWVBITAYAY (drug  substance
specification) mtﬁﬁagjswdwmnﬂﬁmuuﬂamm’"lmﬁmau WHBIUUULANTTEUWNWT M TVaUR b (8.5)
VIW3IBY finished product specification uaz/n3a Drug substance specification lasvaudlvnouiudsznme
Uszmanandiannsafing uazlaiiiu 2 9 o Tudssmadszmenadidnnsefing
2. 1INENTTUIBINIATTIWNINAA LN

2.1 nsmngmaaludszmalng Q’N5@1@1”51@5Lanms%’maommgmmsw§@1mmwﬁmnm‘n‘uaﬁﬁmsﬁﬁlu
MINAALN PIC/S (Pharmaceutical Inspection Co-operation Scheme) lagwiienu PIC/S participating authorities
w3a TlanaITUTeINATIMMINRAINUNANINIMTLA I T N TAAIUMINRA B I N NUATINTTINTS
DTMITUATEN NITNTHRITIIAFY Farnruatulasinnugeandasuasriafiouiunaninmeiuasdsnsfiain
mswiaen PIC/S lunanaufiauasne atudgamusaunseTzeulasinanisiusastaiudsznie
drzmenendiinnsafing

2.2 nadibuenringreindralsana HndadasiiianmsivTannasunmIniaseunaninmsiuaz
A3msfialunsniae PIC/S (Pharmaceutical Inspection Co-operation Science) lagwsingiu PIC/S participating
authorities afudga auseuntsassavlasinamsivsasfiviulmadszmenmdidnnsaiing Wineny
ABOATN UWRILANTTE
3. LanmsqmmwmmmﬁLamaﬂm (@nwnwana)

3.1 HANIANAIATERAMMNHR A IIENELTa31va WA (Certification of analysis of Finished product) lu
miuﬁduﬁué”aasm

3.2 HAMIATANATRAAMNIWIAYALYBIRILNEATY (Certification of analysis of Drug substance) sl
mswﬁmmjuﬁe’mﬂwﬁazhwl'xwaopjfwamU'\Lm:g]”wﬁm”@qau

3.3 Lanmsvﬁavx5n§'m§uﬂ°ummé’ww”uﬁszwm'éumm§mao’3’mq€iwaaﬁ'amﬁﬁﬁ'zy (Drug substance)
T8 3.2 MujumIndnvasntanmsiendiiagy (Finished product) Ta 3.1

3.4 lunsdidunafougnanannnit 2 3 axdasdidunnwinonan1sanen Long term stability aufias
wudulunzfougnuaas LL&:%T%’M'}S&N’];J&"USMLanmsmmjﬁénmwaoﬁ%ﬁ’ﬂ
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6. HianaTAn (H21e) Busannsnidndyginowasuimua Goih
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waBmMa 898N
1 = The United States Pharmacopeia 35
2 = British Pharmacopeia 2013
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i’lzlmiﬁ 7 Human rabies antiserum 300 1U/2mL Injection
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1. i'm Human rabies antiserum 300 IU/2mL Injection
2. amantianialy
2.1 3uny Wuansaransdsieanigela w3a Pale yellow w38 Light brown dwiida
2.2 gudsznay Usznauels Human rabies immunoglobulin potency taitasnin 150 1U/mL USanas 2 mL
/1 NTUSUTTY
2.3 MTULVITY usﬁaﬂw’mLLﬁamsa;mﬁ@ﬂs’mmm%a LLa:ussqﬁ’m‘VTﬂaoﬁmLm
2.4 2870 - izq%am FIUUIZNBUAINEINYUAZANNLTI TUNTA 'j"uﬁvumq WIAKER wanaiou
dsuen Lm:?%mﬂﬁu{nmm'l’ﬁ”atm‘ﬁ'@lmuuumsqﬁwﬁ
- UWNMEUSUTIPEN aﬂwﬁanﬁaosxq%am W30BaN1IMIM FIUUTTNOLUASTINANINUTI
293N 1BVANER 'Yuﬁvumq"l'ﬁmw

- iTa0UuI AUl RIAAVLIN 2-8 DR ILTATER uumsqﬁmﬁﬁam%uwﬁgm

3. anENlANInaRa

wamima'«ﬁmﬁ:ﬁqmmmﬁu‘lﬂmu Finished product specification Laz Drug substance specification ‘ﬁ
SreBannundsdnuatiudaaryu SoldvenzifoudadiniuasensTNATAIRISLATEN NIENTHIDIIHFY it
ndrduRldaredetasduatiuffisurinnielnini nsrﬁvl.ajl,ﬁﬂmﬁm@iLﬁu"l,ﬂmuﬂszmﬂﬂszmwmmimqﬂj
304 YT W.1.2556 §ITUR 11 WwBU W.7.2556 (aaﬂszmﬂlm’rnﬁwwunm‘i’uﬁ 10 diguiew 2556) 1%

& o aa
munuqa gNVBIAENIIUNTUIZNIATIANEN

3.1 Finish product speciﬁcation"’

AmsNIANIINALA BP 2013

—_

. 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. Identification AT URIT immunoelectrophoresis

3. pH 50-72

4. Total protein (ﬂswmuﬂ'}uﬁsmﬂu Finished product specification
5. Antibody to hepatitis B surface antigen | NLT 0.5 1U/g of Immunoglobulin

6. Sterility AT

7. Pyrogens ATIIHH

8. Bacterial endotoxin NMT 5 IU/mL

GREL) NIRRT R UYssmunnenIsums
“ §
(WHRNINTTHUNT TAUAUT) d
.
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3.1 Finish product speciﬁcation“’

AMANLAN1IINATA 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

Y Y a_ o e A
BnuYKa 1. 180 7 LLazUn 8 Lﬁﬂﬂ’ﬂﬂl@]'ﬂﬂﬂ%d
—_—

2. nadivanadouudinsiu waive) msenasaviiemzinemala Tifuusasonsmangmanamildueuiadae

3.2 Drug substance specification : Human plasmam

1. Anti-HIV-1 ATIIHIUMNNIATZIN
2. Anti-HIV-2 ATIWUMNVINATIIU
3. Hepatitis B surface antigen AT TUANINATZIN
4. Anti-HCV (Antibody against Hepatitis C virus) mmmumummiﬁu

waelnangMsUsesd1 Human plasma NANANWAALNITRWMIWGTUATATTIUENS (T% NIBSC (National
Institue for Biological Standards and control), AABB (American Association Blood Bank), PPTA (Plasma Protein

Therapeutic Association)
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ABmMNEluNTsHEALN PIC/S (Pharmaceutical Inspection Co-operation Science) lagwsiaznu PIC/S participating

authorities ooﬁ'umqm amusauMIeTedsulasinanisiusesisiutssmeadsznernasidnnsafing vﬁamq
ARDATW LAILGNTD

3. 1aNEINBAINBDILINLAWD TIAT (FUWINTNEE)
3.1 Nami@ln’-ﬂ"itﬂﬁ:ﬁqmﬂﬂwwamﬁm‘ﬁ'ﬂ’léﬁlﬁagﬂmao;&’mam (Certification of analysis of Finished product)

'lumjuﬁdmﬂué”aazm

o

3.2 Namim’ﬁﬁmﬁ:ﬁqmn’lwf@lqaum 896N ENY (Certification of analysis of Drug substance) lslu

mwﬁmU’ljuﬁz«mﬂuéﬁad’mﬁmao@wﬁmmuazgj‘fw'ﬁmf@lqﬁu
3.3 lunsdifunsidougnanannnii 2 9 sxdastidiunwanoxanisdine Long term stability @&
wsdnlunsougnauaas LLa:VI,@T%“umsmum%'maaLanmsmmfﬁa"nmwaw%ﬁﬂ
3.4 lunsdifunadougnantasnii 2 9 wxdasddumnmdianansanaMuaiTavas N it
wndalunadouenanuaas LLﬁ:'l@‘i’%'umsmmu%'mauanmsmn;jﬁé'xmwaw%ﬁﬂ
3.5 LaNFIITUTBITUNIHER (lot release) IINNTNINLITNFATMTUNNE NIz I
4. @2881981
4.1 disuanen dessadiagnmnatniian 3 wihusaiet Fadusunuuaasnossidvaldasuiou
mwﬁﬁmm’luﬁﬁaqmauﬁﬁﬁﬂﬂﬁwﬁu
5. msﬂszﬁ'uqmmwmﬁdauau (waastanarInIsulsznn)
5.1 mﬁmuauﬁaoﬁmql’ﬁ”lm“l;iﬁannjw 1 9 vuaniusevey
5.2 Ummmﬁdwau a:ﬁaadaﬁummwmU'Lu%”maawamsmaﬁmsw:ﬁmjuﬁ'ﬁwau
5.3 nsﬁﬁwﬂmswmsﬁwmszﬁuﬁaatmmﬁﬁwamﬁiaamsw%mm:ﬁqmmw PUILTITNNTATINUIRE
Ta9v8020819 IﬂﬁgmUa:ﬁaaaomLﬁuﬁnmm‘hmuﬁmm m’mmsﬁamaﬁmsw:vfua:Lﬂmﬁuﬁmau
fi11’ﬁﬁi'1U‘ﬁ'LﬁImﬂ’aﬂumsmw%mﬂ:ﬁqmmw nstﬁ*ﬁ'wui’]m‘lsﬂﬂu’lﬂmuqmé’nwmzmww: AUIYTIBNTVE
FOUANE LSURINTINMTERE AN ENEINEN T8 pjmmm:/ﬁa;gwﬁmluﬂ%@ia‘lﬂ
5.4 pjmm:éfao%’mﬂﬁwmLfiamlna’m@mq wiadlaiiansiFensnmndhodszmisle g newsmualaslid
Jawla
5.5 stUUMSIAULAZIGEIENGaduLuY Cold chain system ﬁvl@ivmmg'mmu%ﬁ'ﬂmm‘ﬁ good storage practice
(GSP) uaz good distribution practice (GDP) lasugastananstsznau

n3IuNIT

NIINNS
(WHEMNTS MgyawIai) (W9RNITAUST redan)

nﬁ1ﬁslﬂum‘iﬁmaﬁm.omsss



6. fiawaan (Fue) Busesldonidndyandenasuimue doil

6.1 nsz‘fmamﬁjumaﬁﬁmﬁ:ﬁmﬁmnnsw%mmam‘mmwnU"’LajLﬁuvlﬂmummﬁ’mfaﬁmu@

6.2 NITHHARN AV m‘ﬁﬁ@ﬁgnﬁnmﬁuﬁmwnﬁ asamalagdminnuannIumMsasuaen Tugamues
Fyyradetzang

6.3 ﬂmiwuﬁwngmqmmwmnwﬁmﬁ'mwfﬁmaaawadaﬂsxﬁwﬁwm,l,a:ﬂ’nuﬂaa@ﬁmia;jﬂmﬁ'iﬁ%’um
7. wu':tm"nmwaaomﬁw%‘l&i%‘uﬁﬁmm’mﬁmn"meﬁm'?iﬁﬁs:i‘ﬁgnL’%'UnLﬁUﬁuT.ﬂnﬁﬂﬁnmuﬂmmssums
awsuazenluszeza 1 dnewiudsmedssnmesandidnnsefing

nAgWHR  8798997N

—_

= British Pharmacopoeia 2013

2 = ngneznynhmunsivsesumsniaeunuaniuiiduiaiog w.e.2653

(89%8)..oonrn A I Q‘\»‘\-{\”/ UszsuamenIIung

(WHRNINTTUUNT launus)

(9T)............. Q( ......................... NIINNS Gk N d ............... T3NS

(wngiadien Aaasn) Wi YaIn)
. < . =2
[CERC) — \\N ..................... NIIUAT (kL) W A NIINMS
(WNEMNYT mMyawiail) (WWNEMTAUST radan)

nﬁnﬁm—rumsﬁmaﬁu.oslzssg



