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ANANBULIANIZYN

1. #9817 Insulin N 100 iu/ml 10 ml injections (NPH; isophane protamine insulin)

2. aauuanaly

2.1 gduuu Wugnhuviuszneudvnyudmivde Unaainde

2.2 @rulszneau Usenaumesen Zinc insulin human wag Protamine sulfate lu buffered for

injection Taadinmdudu 100 iu Tu 1 ml

2.2 7WULUSTY UTTILUNYUEUITREdausiAn@eusunns 10 ml

o

2.4 aane1 AaNYIMUTINYUUANYULUTIYREITEYTRn diuuseneumendifyuazanuuse u

o

Han Tunueeny liinan wunsdousiiuen waranzlumsifiuinulidanu aanuuvine

at by sTYTes diulseneuiodifyuazauuss Juvuaeny wufindn egredaau

3. paududansvaiia Lndusi Sunldenedsdeaduatuiidisuvinvdelndnineuiuseniansensas

o3y Bos syyisen nadfibilulunuussman Wiutunasifavesaaznssuns (nsdiusem

ondundusiriuiilinssfunmuanuaziawizvesenatud NIUMUULNFYTUNEN989)

AuENUANIWATA

USP 43

1. Ysuausenddgy

95.0-105.0 %LA of Isophan insulin

2. ldentification

AT UALNTEYTU finished product specification

3. Impurities

AT UAUTTEYLU finished product specification

4. Specific tests

pH
Zinc Determination
Bacterial Endotoxin

Sterility test

71.0-75
0.021-0.04 mg/100 ml insulin

NMT 80 USP Endotoxin Units/ 100 ml insulin human units

mjﬁ]mumuﬁizﬂu finished product specification
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L enaninmislasueygatunzifoushivanfiosmielulsamalnsuasuaniuvaman

1.1

(Wgate

Tudfgnistunsifowinuen me.2 no.3 e.4 e 8.2 wduanse)

111 Tunsdldusdndnlulsewelng Grneils ne.2 wie 8.2)

112 lunsddugnhidiionsutaussy uneds ve.3 vie 0.2)

1.1.3  Tunsaldusnihdhaneislsema Ganess ne.d wie g.2)
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1

1.2 Tudwetunziloue) ve.l ¥3e 6.1 efiiduesInSous BazidunnI1sAIUANANATN

K2

voswdnfufinuiitunsdeul’ (Finished product specification) nseifiegszmitamsivasundasudly
WRLRrFsuuUnansied I mansYeInsvaLAlulwiey Finished product specification
13 udleyasiiaen 24 wdn uavsiaewmsgiuvesing (Thai Medicines Terminology -
TMT)
2. LlONANTTUTBIINTFIUNITNES
2.1 lunsdifiemdnluvsemalve fudndasdidiundontdosusesunasgiunssdne auvdninoss-
3%'msﬁﬁ’lumsw§mwaanixmaqmmmqm (GMP PIC/S) Tumsnaeniliauewisesatos 2 T
2.2 lunsdiiduethdnanseUssna AnAnRplid i maeniiideSussannsgIunINaRen
MUVENINNEIIBANTTRUNSHAREY PIC/S (Pharmaceutical Inspection Co-operation Scheme)
agviea PIC/S participating authorities atiuanganusaunIsnadey Tnednan1ssusesds
Fubuiauesian
3. 1BNAIAMAN YAILIANIZYRELTLAUDTIAN
31 wamsenlaninunnandusivesdudn (Certification of analysis) Tusnjudidad

DY

3.2 wan1snsRdnsiaunwingdu (Raw materia) vasiedranitlilunisnineisy
fduduiegrnisvesdinaneuaziinannady (Fosflionansuansndnudonlosvasingiv_Audaasig
fidenn)

33 wamsAinwinumsiiluszevem (Long term stability) aaeatasegueseniitungifen
4. fMeE1en

41 gauesindesdsiiegneenetnles 3 van wieunissussyinet Faduiunuuansse
azidualdinsuiumuiidimualuidonmuautfinaluih i

4.2 maﬂmsnismmsﬁmimﬁﬂLﬁanawaamuﬁw%ﬁlumﬂajﬁuﬁaa&iwmhﬁwmiﬁ’lm‘]

5. MsUsziunuaweiidaou

5.1 m&gmaaw?iﬂ'maumﬁaqﬁawhjtﬁu 1 Yuaniunde aufiviudeweu

52 mnnaamﬁdauawsﬁaadqﬁwmwmwdwa‘lv%’usawaﬂWi'ims'wv?aﬁuﬁdwawaaé’w%ﬁLLas
Wamseiingiuvesdudninghivilindneuidauen
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%ﬁmﬁ’aﬁa%’aa‘uaﬁ’aasmmimsgmw%ﬁaadaEnLﬁm5‘nmmﬁ’wmuﬁﬁﬂwswmiddmuaﬁmiwsﬁuamﬂu
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54  guisasiudsusnfunnnsdl deenlndvunety wuneny wisleiiansidenaninnou
e lnglifiRouly
I I . a af v 1 ! S
55 HIUUNSUUAIMUU Cold chain system finuAugauuiilegsening 2-8 asmwaldua

nleunsgiu

[ v v v

6. Nuedugenfiaylimhsnudeswiadaiuilaevdmunnseyniudyafuduenefumies
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7. dueuseniaglienidndyaneunsuiivun lunsddelud
7.1 whenudewniudygyinsietesivewiafeituillaeniressnmsluedetisuinis

4UAMT 6 TENTENTNEANTITUFY

7.2 wansguasvengiedannnainermansnisunmdliduluauinnsgiu

U (4 a

7.3 NER QJ‘VIEJ”I‘U'UﬂleﬂL%‘fJﬂLﬁUﬁu%’lﬂﬁﬂ\‘]ma’lﬂIﬂﬁﬁ?ﬁﬂ\ﬁUﬂmzﬂiiiJﬂ’]iEJ’M']'SLLaSEﬂ Tusng
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ANANWIZIANIZED
1. m Ipratropium bromide 20 mcg wag Fenoterol hydrobromide 50 mcg (200 doses) inhalers
2. auaufavaly
2.1 Uuuu Wuansazane (solution) viosthuriunney (suspension) dusuganunIsUIN
¥ia metered dose inhaler
2.2 @ulsenou Usznausieden lpratropium bromide 20 mcg wae Fenoterol
hydrobromide 50 mcg Tu 1 puff
2.3 MYULUTTY UTIAUNMTULEIFULUU meteres doses inhaler (MDI) $1uaulsitfosndn 200
puff
2.4 aa1ngn amﬂﬁﬂs’mguum‘wwiigéfaqsxu%am diulsznouimendfguarAuwse JuKdn
Tununeny wuiingn taanzifous3ue wazannslunsifiusnulidany wazaanuuane,
atefensyylen dulseneusendifyuaranuuse Fuvmunony aviinan Togedaay
3. pauaulAvavaile nduiuilisideieaiuatuiiiisumimvielminimuiiussnanss s
oS 309 seysen naditliidulumassnnen WiufugaeRisvesamynssums (nsduddi

onedundusiiuilinssiuandnvaziamzveseiatul nganuuunduiiuiignds)

AnduUANImAila Specification
1. YSuwsiendhgy 85.0 - 115.0% LA of Ipratropium Br
85.0 - 115.0% LA of Fenoterol Br
2. ldentification mia%ciﬁum’mﬁisﬂu finished product specification
3. Uniformity of delivered dose mi’;ﬁw\humuﬁizu‘lu finished product specification
4. Particle size/Fine particle dose mi’Jﬁ)&i’lumuﬁiquu finished product specification
5. Leakage msa%mumuﬁ’isﬂu finished product specification
6. Sterility* miaﬁ)ﬂhumuﬁizﬂu finished product specification
7. Microbial limits* mi?%mumuﬁ'ixﬂu finished product specification
8. Number of deliveries per inhaler mﬂﬁ]mumuﬁ'ixﬂu finished product specification

*lapnA15089ln0E 19Tl
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4. Seulydue
L. wnasmslasuoygetunzifewiueiiesminslulssmdlnewasuansundwan

1.1 TuddynstunsiSous¥uen me.2 vie.3 ne.4 vie o.2 wauensed)
111 Tunsdhueniindeludszmealng vuneds ve.2 vite 8.2)
112 Tuns@duenihdnfiensutsussy (aneds vie.3 vie 0.2)
113 lunsdidusndhidhaneestsena (rauneds ne.d vise v.2)

1.2 Tudvetunsidousn ve.1 vio 8.1 vsenfiauesian WIBNTIWALBANITAIVANAMNINYDY

1Y
1

wansaueinmATunzdeuly (Finished product specification) nsdiftegsevinansideuntas

U

uAluisAsAouuenanviodiunmensvesnisveuslonmdey Finished product

specification

1.3 LLa’a’q%’aagasﬁa&n 24 %an uazsae U195 1uv09lNeg (Thai Medicines Terminology - TMT)

2. ONANTTUTBIINIFIUNTHAR
2.1 Tunsdiiswdnlulszmelve gndndesidiundievidesusommsgiunisaane aundninasi-
Bsndlumssdngwesnsensisansisagy (GMP PIC/S) Tumneefiauewsethetos 2 T

Y a

2.2 Tunsdiunihdthandresdssina rdnfoslidiunmdenidesusewnnsgiunisudne

PINUANINIIBNIARIUNSHERET PIC/S (Pharmaceutical Inspection Co-operation Scheme)

laeveau PIC/S participating authorities UUMEANIUTOUNIIATIERU Tneiinan1sSusedi
TutuEUDIIAN

3. lNAIAUANYULIAN YRS TIAUD AN

'3

31 HAMIATINUATIIRUN WA usTve AR (Certification of analysis) Tugsundadusiegng

)

3.2 HaN1INIINNATITVAUANWIANAY (Raw material) vaserdAnlilunisudnesuiidly
AR08V INKNERE LAz LN AN Tna Ry (Aasfiwnarsuaninudonlsswasinaau fudlegis

ﬁdam)

" v

3.3 wan3finwIuAalusTELE13 (Long term stability) naentisenevessidungiley

'
aaa

(Wealiy AsUw) (Wanlnsuns Una) (W19IARAES5S aslaEn)
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5. mMsUsziuAmN W NdweU

5.1 91gwesendwuauedesdiongliiu 1 Uduantundn sufieiudaeu
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7.1 mhsnuseyniudyyinsindeswensiladtuillagmesenslueieteuinsaunini 6
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7.2 Hamsdumsandiasizsieniinnnssivermansnmsuwndlidulumusnnsgiu
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AMANEULLANIZYN
| M‘J Ipratropium Br 0.5 mg + Fenoterol HBr 1.25 mg (4 ml) Solution for nebulizers
2. auauiAanaly
2.1 Uy Wushumannde la Lifd dwuldfuademiu (Nebulizen
2.2 duusenau Usenauniemen lpratropium Bromide 0.5 mg wag Fenoterol
Hydrobromide 1.25 mgTu 4 ml
2.3 Murvussy ussylunvuglnaiv Usimnndeuvulindauiien (Unit dose)
2.4 anen amm‘/’iﬂ57ﬂguum%uzussqﬁaasxq%am AUUTENBUMEAIAYRAZ AU
Tundn Tumuneny waufindn wwmsdouinue uarannslumsifiusnulidany waraan
vundnfn egratlesszylesn duussneuiend dyuazauuss Fuvuneny laviinan 13

DYTALIU

3. auguvaniavaiia induinSunldensddeaduatuiisuwinvielminiisuiiuse nansensas

@513UgY Bos srymsen nedibilulunuusznan Wiutugasidaveseuznssuns (nsdl

v o

Uisngsdunduihunlinsaiugasnuasiamzveienatul nsanuuunduiiuiiside)

AuFNUANIImMATA Specification

U

1. dsuausiendiney 90.0-110.0 %LA of Ipratropium bromide

90.0-110.0 %LA of Fenoterol Hydrobromide

2. Identification m’mchumuﬁssq’lu finished product specification
3. Impurities Gli’)ﬁ]ﬂi’lum’mﬁiquu finished product specification
4. Minimun fill Lifesndniiszyluaain

5. Specific test

- pH mmci’mmuﬁisqlu finished product specification
- Sterility test Glﬂﬁ]ﬁi’lumuﬁsxﬂu finished product specification
4. Reulvdug

v
= < [

1. Laﬂmsmslﬁ%uaummumLuaum%’umLﬁaai'mmaiuﬂixLwﬂlmuasuamwéwﬁm

9 @

v
= <

1.1 ludAgnistunziousiiuen Me.2 ne.3 ve.4 vie 8.2 udusnse)
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1.1.1 Tunsdlusniindsluuszmelne (mneds ve.2 vie 8.2)
1.1.2 lunsalfugiduitenisutsussy unefis vie.3 wie .2)
1.1.3 TunsailugniidnanansUseme (vaneia ne.d vse v.2)

1.2 Tudwetunslous velvde o1  vesenfiauesian WIOUTLALLBYANITAIUANANN N
vowmAnfasinuiitunsdould (Finished product  specification) nsdifiogsEwinans
Waguuwawdlududussdesuuuienarsviodiunnmarevasnsveudlunmien Finished
product specification

1.3 wisfeyasviaen 24 nan uazswasumsgiuveslng (Thai Medicines Terminology - TMT)

LONANTTUTBIINTFIUNTHAR

2.1 lunsalflewanlulsandlne Andnspuldnunaenddosusownnsgiunwinegr aumwan
mzuv’u—‘i%msﬁﬁ’lumswﬁmm‘umﬂsxmaammsmqm (GMP PIC/S) Tumnmeniliausuieegn
oy 2 1

2.2 Tunsdlugnthidansswsema Andndpaiidiiunnmeaiemivdesuseainsgiunisudnen
AAMENNAETISNSARLUNISNEAET  PIC/S  (Pharmaceutical Inspection Co-operation
Scheme) lagvitaenu PIC/S participating authorities atuaanmusauNIInNTIvEeu laedl

NAN1IUSIDTUEULEUDTIAN

3. ONAIAUANYLIANIZYOIUTLAURTIAN
3.1 HansnsINAATiRMUAMEdnfuTivesinan (Certification of analysis) Tug1gufidadu
ABE

a o/ a % / o a ! A
3 Nﬁﬂ’]jﬁj:}ﬂ:}Lﬁj’]zﬁﬁggﬂ'}W:}ﬂﬂﬂu (Raw _material) °ugam;;g'ld'mwﬁ’l%‘lumswaﬂmsum

< Y] ' ) a a o - o d o a
duludlegrmevasinaneuazduaninadu  (Fesiionaisuaninnudonlssvsssnaau

AUA29E19NE 1)

%

3.3 wan1sfinwimmuaialuszezen (Long term stability) MaBAY NV IVUNLTEY

4. feg1een
4.1 fauenmsesdwiedieeedinios 1 mirsussydng Julusunuuanisoasdonldasy
funuiismusluidonaeativhludu
4.2 ypaEnssuMIRsandadensveanudvsiumslimusegeeliinsala 9
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7. guwduseniiaglienidndyminounsuiivun lunsdnelui
1 1% v @ [ -&I | a a [ 35 ' < ! a
7.1 RNENUADIYNWUAYYIN15ITRI e vdaRenudlneriieswnislunseveusnis

§UNMT 6 NIONTLNTNANTITUT

v
=1

7.2 nam3duasavdiesizsienidnnnainemaninsunmglidulununnsgu

=~ 4%

73 wémﬁ’m%awﬁﬂﬁgﬂSanLﬁUﬂumnwaqmmfﬂImaﬁwﬁ’mmﬂmznssumsmmiLLasEn
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ANANEMIANIZEN

1. Y8 Ispaghula Husk (Psyllium Husk) 3.5-5 ¢ powders

2. pagnvanal
2.1 FUuuY Wuenne dmsunautn sdasuuseniu

2.2 d@ulsenau Usznauniemen Ispaghula Husk (Psyllium Husk) 3.5-5 ¢ Tu 1 @84

a

2.3 Mwurussy vTselurestnaiin vieweseafileuwerd Jostuuasuasainuiiula

A

2.4 2a1neN amﬂﬁﬂiwnguumwzmiqﬁaqs::myvam dulsENoUMUdAYLAZ AN
Tuwdn Tunueeny wuiinds wimsdowiive uarannglunsifiuinuliTae
3. puauiAmamaia wndui3uildsadiouduatuiiisurivielminimaiivssnnensevsas
a5ns0ugY e srysiien nsdllifulumauszanam Titutugasffiavesruenssuns (nsdl

usdnandunduiiuiilinssiunadnvasianzvessnatull nganuuuindusiiuiidneds)

AuduTANIIAila Specification
1. Identification mmmumuﬁsw’lu Finish product specification
2. Rang of mean weight /Potency mswmumuﬁixﬂu Finish product specification
3. Swelling index /Water Absorbancy m’mshumuﬁi::q‘lu Finish product specification

- o
4. Souludue
1. wnasnsladueygymtunsdeussusiiedwmingluussmalneuazuanauvandn

1.1 ludgmstunsdousiiue (e.2 ve.3 ve.d vie 6.2 waLsiNSel)
1.1.1 Tunsdl@uenfindaluusanelne uneds ve.2 wie 8.2)

1.1.2 lunsdugnhdiiionsutsussy neiia ne.3 vie 6.2)
1.1.3 Tunsahdusnhdhanansseme (uneds ne.s vise v.2)

1.2 Tudvetunudeousn ne.ivie o1  veswfiauesien WIBUTWALLBUANITAIVANAMINN
vowdanAusinwitunsdoull (Finished product specification) nsdifiegseninens
wisuwlauflufsduazdesuuuenansvioduindisvesmsvoudlonmden Finished
product specification

1.3 wisfeyasiaen 24 ndn uassiaemnsg ;JFQ"L'VIEJ (Thai Medicines Terminology - TMT)
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2. LBNENTIUTBNIATFIUNITHES
2.1 lunsdlfiewdnluvssnalve - guandosldiundrendidesuseannsgrunsnane snuman
inauel-BmsislunssdneivensemynasIsugy (GMP PIC/S) lumnmeniaueviseghs
e 2 U
2.2 lunsdiidusnidhandsUszme AndnsesldunwaenilsdesusesnsgIunsHanen
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AMANYLIANIZYN
1. 8981 Lactulose syrups 66.7% 100 ml
2. anuaudanaly

2.1 jUuuy e Talifidddmdesans sllesuusenu
2.2 dwuusenau Usenaumesien lactulose 66.7 nSu TuansazaneUsuins 100 ml

2.3 Mrurussy  ussglunvusiluviauivsenatafinUnadn

2.4 aanen aanfUsINgUUMTUEUTTIFesTEyTon diuusznoufrdidyuasauuse Yunde
Tunmaeny taviindn wanzfeusiuen uasanmglunmafuinulidanu uavaainuurne
agefensyyTonn drulsznoufendAyuarauuss Tununeny wuiinde Lodreiaiau

3. AENUANINATA LNdYdnSuRitenedesaaduatuiifisuminuseluinineuiusenenszns
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odunduiiunlinssiuaadnvusiansvesenatiull nsanuuunduiuiensd)

AuENUANIuWATlA USP 43
1. dsunasendfyy 90.0 -110.0 %LA of Lactulose
2. Identification m’ms\i’mmuﬁixﬂu finished product specification
3. Impuirities miaﬁ)ﬂhumuﬁ'ssﬂu finished product specification

4. Specific tests
- pH 25-6.5
- Microbial Enumeration test The total bacterial count is NMT 10° cfu/g of
and Test for specified lactulose, and the tests for Salmonella species

microorganisms and Escherichia coli are negative.

4. Reulvduq
1. wnanmslafueygetunsfousiusnitesmingluvsumdlneuasuansudnde
1.1 Tuddynstunsdeusinuen me.2 ve.3 ve.a vie .2 wauANTE)
1.1.1 lunslfueindsluusenalng (mneds ve.2 vle o.2)
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AMANEAIZIANIZEN
r ‘fw Levocetirizine Dihydrochloride 5 mg Tablets
2. aguiaAnaly
2.1 jUuuuy Wusdiewiiniuusenu
2.2 d@uusenau Usenausmesien Levocetirizine Dihydrochloride 5 mg u 1 iin
2.3 Mwuzussy usiqluunsegliileunesd w3e Blister pack Unadv Uastunasuazanudu
1 Wosaumsussgeuuadugdaund, aunsaszyriagiuazauusle
2.4 9017 AaNTIUSINUUNTULUSTYREIsEYToEN daulsyneufendduaruuss
Fundn Tununony wviindn wivzdousiue uaranrlunsifivinwlidanu wagaan
UULKIET atateestyTenn daulsenauiaend dyuarAaLLss Fuvuaeny tauiindn 13
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3. auauvAnIsmala LndusiSuildandadeaduatuiidisuinvdelvsinineuiuseniansensas
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AuENUANIImMATIA UsP43
1. YSuneusendidgy 90.0-110.0 %LA of Levocetirizine dihydrochloride
2. ldentification msmshumu‘?iisqlu finished product specification
3. Dissolution WAAINANTTAETANLYRIMIE TBENT 80% (Q) Tu 30 w1
4. Uniformity of dosage units mwr«immuﬁisﬂu finished product specification
5. Impurities mmw"lumuﬁizq‘lu finished product specification
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(Wgaily A3Uu) (Wanlniuns Ua) (119995355 asladn)

N3IUNTT N3NNI A3IUNT




1.2 ludwetunidoue veivie o1  veswflauenen wiouswasBoansmuauauaIN
vomAnfuraufitunsdeuld (Finished product specification) nsgﬁﬁasﬁijwmi
Wasuwlawsluiufuesdosuuuienarsudodiunnmenevasnisveutluuwiasy Finished
product specification

1.3 udlayasiiasn 24 nan wazsiaeunsgiuvadine (Thai Medicines Terminology - TMT)
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NANIISUITRIDIUTULEUDITIAN
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[ a
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TPRERR

3.2 Wan3nsINdesiauNIWIngAu (Raw material) vassaendrdnitlélunisnineisui
dedudenaisvesdndneuazdnaningiu_(#osfiondisudnsnanudeulssvesingiu
fudaegsiidenn)

33 wansAnwiAuAIluTEEEeTd (Long term stability) naantivengveseilunsileu
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AMANEMLIANIZEN

m Levofloxacin 750 mg/150 ml injections

2. aaudanaly
2.1 Uuuy Wuasazanela Usimanide dwmsudadmasadensi
2.2 @uusznau Tu 150 ml Usenaumesien Levofloxacin 750 mg
2.3 MurUssy UsIgluN1rurusIendaUnmnideriaui type | waeligunsaidmiy
WU
2.4 aannen aanfiusINgUUMTUEUTIIResYYTos dauusnouedAyuarauuse
Funda Suvueeny aviindn lanzdouiiue waranmzlunsdiuinulidaau uavaan
uuIne pgetiouseyTen dulszneusdidyuaanunss Tununey waiinge 13
ogdaau uazszydeniu “Weonanelu 3 4alus ndalavan Wernnelu 3 3u elandes
Limsthendeenannaes dlodlaield”

3. puautAnamaiia nduisuilisdsfeaduatuiiiisuvivielminimuiivseniansensas

81515048 304 seyssen nsalftldidulumudsenian Iﬁ%uﬁuqaaﬂﬁwaaﬂmzﬂssmms (n3ed

ustnondunduirfuiilinssiunadnvaziowzvesenatull nganuuunduinuiiineds)

AuduTANIAlla USP 43
1. YSuausnenddyy 95.0 —=110.0 %LA of Levofloxacin
2. ldentification midﬁlci’lum’mﬁisqlu finished product specification
3. Impuirities ma’«amumuﬁ‘izﬂu finished product specification

4. Specific tests

- pH 43-53
- Particulate matter
size>10 Um NMT 25 particles/ml
size>25 Um NMT 3 particles/ml
- Bacterial Endotoxin NMT 0.7 EU/mg
- Sterility test mwmumuﬁ'izﬂu finished product specification
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vomanAusimwitunsdould (Finished product specification) nsdifiogseninenns
Wasuwawdluiuduasdouuienarsteduunnmeevesmsveudlusméen Finished
product specification
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AMANEAIZIANIZEN
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