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Amino acid 10% injection, 500 ml wi 1/2

ANBNEUZIANIEYBY Amino acid 10% injection, 500 ml

1. Hamn Amino acid 10% injection, 500 ml

2. el

P[0T Wuansavanela Unannide dmiulimmasaidiensn

dlsenau Useneuse Amino acid 10 % with or without carbohydrate and vitamins lu
ansazatUinms 500 ml

NMWULUTTY Ussq'lumwsussa]mﬁﬂuﬂmnm%a

287N ﬂa'lvnuum'uuwssqatmﬁ'au Foeszydonn dndszneudedfguazaiuuse Tunds

Fuduenguaziaviingn uaziawnziousihiveliedwdaiou

3 aumniimaneila wansesviezigunimdula finished product specification muswandeadnan
J -l ' o
FaldaaneDouredinanuANENITUNTTEMITUAZE NTENTNASITNEY

Bkl mkiet shediici

1. Identification

2. Vinasnday
- Total nitrogen
- Amino acid 18 viin

3. pH

q. Particulate matter
UM >10 pm
FUIN >25 pm

5. Sterility test

6.  Bacterial endotoxins
7. lron

8.  Calcium

9. Volume in container

undunsudgesTss esineug
(Us¥srunssunis)

asavti awdiszylu finished product specification
FaUsznauluse amino acid 18 wila fie

1. L-tryptophan, 2. L-Cysteine, 3. L-arginine, 4. L-histidine,
5. L-isoleucine, 6. L-Leucine, 7. L-lysine acetate,

8. L-methionine, 9. L-phenylalanine, 10. L-threonine,
11. L-valine, 12. Glycine, 13. L-aspartic acid,

14. L-Glutamic acid, 15. L-tyrosine, 16. L-serine,

17. L-proline, 18. L-alanine

asaatinu aiseylu finished product specification
. o : I
asaaku mmfiseylu finished product specification

6.5-7.5

laiwnnia 25 particles per ml
liynnan 3 particles per ml

ATITU muﬁsxq‘lu finished product specification
1foun31 0.5 endotoxin unit/ml

aiifiu 100 ppb

No turbidity

Tsivipenin 500 ml

o onutge Means  onSsysal -
wndsnadyed arsedung undynsudatueins asauysol
(nT5UN1T) (n53uM9)
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adoulvdy

Vel o

fiauesaminsdudiunnmdrsienans wiovaaneiiefefusonananslnugiiening ywanduaded
4.1 tenansmslésuoygetunsdoudidusnitedminglulsenmalng uavduns (declare) undandn
4.1.1. Tudgmstunsdousiruen 1Fun viu.2 ve.3 ne.d vie v.2 uduanid
a.12. WAwetunaiou ne.1 vie 6.1 vewniiauesic w%’auswazLﬁumﬁvi’amsmuquqmmwumuﬁnﬁ‘mﬁnmﬁa‘;’uw:nﬁuu (finished
product specification) wazdarimuanunmeesingdu (drug substance specification) nstﬁﬁaq’swiwmnuéiuuu\lmurﬂn
Wudusedsuuenarsnisveunly (8.5) umi3su finished product specification way/m3e drug substance specification oy
voufluripuiulsemmlszmasmdidnvsednduasliviu 2 ¥ e fudssmavssmanadidnmssiing
4.2. @NAS3UTOVNATENITHARL?
4.2.1. mdlywdslulszmalny éﬂﬁﬂﬁmﬁmnmﬁ’mmmmgwun'wwe‘mmmwﬁmnmiuaz’;ﬁmsﬁﬁ'lumwanm PIC/S
(Pharmaceutical Inspection Co-operation Scheme) Tasmiapau PIC/S
participating authorities %30 fuanms%’usaammgwum‘swﬁmmmwé’nmmv'luax’aﬁmsﬁﬁumsuﬁmmﬂmﬁnﬂnwuﬂmznssums
PIMITUATE NTENTHABITUTY FarmuniulaviianuassrdasuasvinfioyfundninasiuariBntsiiatumisedae PIC/S luman
yIiauenY nﬁua’wqm'msaumsmswaauhuﬁuams%’usmﬁﬁ’wﬁsmnﬂizmﬂﬂmﬁnﬁnmaﬁné
4.2.2. mfigmindnsszna Q‘nﬁnﬁaaﬁmnms’s’umammsgwmswﬁnmmwé’nmmﬁuaﬁﬁmiﬁiﬂumwﬁnm PIC/S
(Pharmaceutical Inspection Co-operation Scheme) lgmiaeau PIC/S participating authorities alu @1gAnNIeuNIs
avanasulnefinansiusesdiviulseniaussnmenmdidnselindwieatynasadn udusinsdl
4.3, (NENSAMAMYBITIAuETIAY
431 wansTieTeiauamwindusiorduiaguueuin (certificate of analysis of finished product) Tugnjuiidadusaetn
432 wammnVienminunwingAueeshed iy (certificate of analysis of drug substance) Mdlunsuanyriuiidatiuioeng
vaveuAneuazikaningiu
433 Lanmw‘s‘awﬁngmﬁué‘ummﬁuv"’ué'sw'iwiumsm‘muaﬁmqﬁwmﬁvmﬁﬁm (drug substance) ¥® 4.3.2 flujunsuAnYD
wanfusipndniogu (finished product) 40 4.3.1
434, wan3Ainw long term stability naeatasgresituz Toul FiudinauAnzTINNTEIMNIUAE NITNTNATETSMAY
4.4 fhegaen  fiauesim Fasdeinetheeegeion 2 mhvusigiud Fududumuansssandualdasufumd
fvusluhdenuailuieiu
4.5. mavspiuaunmeideou
451, vdweusediowlilalidesnii 1 U 6 Weu Wuaniudweu
452 vmnnaiidwey sefpsdedunnmailususemansmnTiansien{uiidaey
453 ndimhenymaihnsduieinefidueuitedmsniiassinuam mihessmsvimideiowedietn lnudiaueim
(é'tnu)vzo”amiiamLﬁuﬁnmm‘"nnuﬁmhU's'mn'naiwn'm’unswﬂuaztﬂué%’uﬁﬂ‘uaudﬂ'ﬁ'ﬁu‘?‘uLﬁm«z‘:’aa‘lumswsw’mnzﬁqmnw
nsdiimuhebidulununudnezians whesymsveanudnslisuRnsunsauesmeiinanveiausm(§e)
war/iedudaluniuisly
454. ajxauas1m(l§1:1u)wv'1’mi’mﬂﬁaum;ﬁam'lna"uuﬂmq WadaRamadeuanmeaeusenistaq reu dvun Tae ildeuly
4.6. fiauenan (ue) pusanlvenidndygrnaunsufimun il
4.6.1. nsn‘iuanwdunsmﬁmﬂsﬁmﬂ Tonsuimemanimswmdviavies fiRnsildnnsgiu ISO/EC
17025 namsasvieseilidulunsnasgudarmustuysenalssniasBiinnsetin
462 mdnanfuvieriadgndunfuAuamismmelasdiinnuangnImunsemnsuase) Tugham
uaaitumwsfmzmu
4.6.3. nsn‘mu'Ummqmmwmnm‘mﬁ’mﬁmt‘fﬁa’mdwaviaﬂs:awﬁnauazm'\waamﬁmiaé'ﬂww Aiuen
4. mhuswn'mmanuﬁvnﬁlﬁi’uﬁmsmnﬁmﬁ’m’wW‘\ﬁtlsz"J‘ﬁgnﬁomﬁuﬁﬂnﬂﬁwiﬂqwnmsnisumsmmsuazu'\Iuszumm 1 Urieudu

Usemesemasmdidnnseiing

(s sy

B e e -
indniudrhssn esineiug wndunsnddned ety indunsudaiuens Ay
(n3un9) (nF5uN19)

ﬁ%%nf 0> 5»\2 n(
el

(U3¥57uN354N19)



9 wyAdnIeu 2564 Amino acid 10% solution for infusion, 100 ml (Infant formular) i 1/2

Qmﬁ'nvmztamzum Amino acid 10% solution for infusion, 100 ml (Infant formular)

1. don Amino acid 10% solution for infusion, 100 ml (Infant formular)

2. guAwiRnl

P[0 Huansazanela LT usnannide dwiulimavasaidens

dulsenay Usznaume Amino acid 10 % luarsazaedinngs 100 ml

MYULUTT ussq’lunwuzussqmﬁmﬂﬂmm%a

287N 2AINUUNPULUTTYOENIDY Fosseyen dulsznoummdfuazauuse Tunda

s o a - o & v i e
Judueguaziaviinda waviawzilouiiveliedniniou

3 auauUiviunaiie wansanTieszinuamuluni finished product specification muswaiduadian

FalfavzilousedinauANENITINITEMNIUALY NIENTHANGTTNGY

Binished product spacificat

1. Identification

2. Yhnudnddgy
- Amino acid 18 ¥ln

3, pH

4.  Particulate matter
-qguin >10 pm
- guR >25 um

5. Sterility test
6.  Bacterial endotoxins

Ammonia
8. Volume in container

asausi muiiszylu finished product specification
Fausznevlusae amino acid 18 ¥iin Ao

1.L-Isoleucine, 2.L-Leucine, 3.L-Lysine, 4.L-Methionine,

5 -Phenylalanine, 6.L-Threonine, 7.L-Tryptophan,
8.L-Valine, 9.L-Arginine, 10. L-Histidine, 11.Glycine,
12.L-Alanine, 13.L-Proline, 14.L-Serine, 15.Taurine,
16.N-Acetyl—L-Cysteine,17.N—Acetyl-L-Tyrosine,18.L-Malate

sy auiseylu finished product specification

5.5-6.0

Tlaisnnin 6000 particles per container
lLiunnin 600 particles per container

NI muﬁimﬂu finished product specification
wasnin 0.5 endotoxin unit/ml

veunn 18.7 mg/l
Livasnin 100 ml

wanewe, : infant formular sthatpspinseesilufisnludmiumsn 1oun arginine, cysteine, tyrosine Lz

taurine Tawsiaalail sugar alcohol Tugms

indunsuderiissn nsivewu
(Usrsrunsiunig)

0.

Owa_gvufiand _fwany. msaal

wdunsuiadyrd ansetuoy indunsvdaiuenns m;:lgstd
(nysun13) (n33un1y)
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- ] -

mauaswmmawumnnmwmuLanmﬁ wiouaaneilofeiuseaonarlaeiiisun swanduadsil
4.1. mnmsmﬂmuaummw"maumiummamwma'luth vrlny uazd1und (declare) wwaandn
a.1.1. 'lummumiww"mwmium T vie.2 ve.3 v.d vie 8.2 wihusnsd
a.1.2. lukwetunzilou ne.l nie .1 YR aues AN wsamwaznaawwamimmuﬂcumw'uawamnmmmumummuu
(finished product specification) uawamuumﬂmmwuanmmu (drug substance specification) ﬂsmwagswmms
uJauuu.Uaaur'ﬂ'umemmumaauumaﬂmsmwaur’ﬂv (8.5) w sy finished product specification way/v3e drug
substance specification Imu'uam'ﬂmnamuﬂsvans~mwmmmanwsaunauadumu 2 U Tulseniauszningien
Sidnnselnd
4.2, ONANTTUTONNATHIUNTINAALN
421, nsfwdnlulsvmeling Quém'\aqﬁtanmss"\ﬁawmqﬁwumsuammmwanmtumanﬁmsmﬂummamm PIC/S
(Pharmaceutical Inspection Co-operation Scheme) Inevuanau PIC/S  participating authorities ¥58 maﬂmiswaa
mmmumsuammmwanmmmawamsm‘ﬂumwamuwaamunmuamvnswmsmmiua~m N3EMIANsIINGY B
mv«umu’lmuummaaﬂﬂaaau.ammmemnwamnmmamﬁmwé’ﬂumwamm pIC/S lumnaenfilausyie avuatgemu
saumimwaa\ﬂ.mnuuamﬁusamnum"mmﬂsummwmaxanvnﬁauna
4.2.2. nsdignindrnessEve ¢ wuammaauLanmﬁusaamm‘mumﬁwammmwamnmmam‘smsi‘iéﬂummamm PIC/S
(Pharmaceutical Inspection Co-operation Scheme) Tnevuananu PIC/S participating authorities aUu @1@AR1XTBUNTS
Bmaaa'uimuuuanﬁsusamnuUs:anszmms1maLanmaunawsamumaamw wduAnsel
43 Lanawmmmmaammauaﬂm
43.1. amwnmmﬁ:mmmwuamnmmmﬁmawﬂawuam (certificate of analysis of finished product) Tugjudtdni
foEns
432 uamim'ziﬁmswvﬁﬂmmm"mnﬁwaaﬁumﬁwﬁm (certificate of analysis of drug substance) V‘ilﬂunwsuﬁmuwiuﬁa’uﬁu
mamawwawuammua Ananingiy
4.33. Lanmwsauansmvuaumwanwuﬁvmuqunwwamanmmwaammmﬂm (drug substance) 98 4.3.2 fugunInaR
'uawamnmmmmms'd (finished product) 99 43.1
4.3.4. wan1sAnw long term stability maammamwaamv\ﬂummuuﬁﬁué"ﬁnmmmsnssumsaﬁmsuazm NFENTIANGITOUAY
4.4, fpENL1  HAUDIIAN Fovdwnageatnates 2 wmitbuTsydius mnJumLmuuamsmaztﬁumlﬁﬂsuﬁ'zumuﬁ
mwum’tuwwaﬂmawmwﬂﬂmamu
4.5. msﬂsvnuﬂmmwmwmuau
45.1. mwamaummumq'lﬂﬁluuaﬂrm 10 duaniudwoy
452 mwnnwamau avmaaaemLuwmwmt,'lm'usawamsm‘mmsnvumiuwmuau
453 ﬂsmvmminmsmmiaumaaNuwwaauaUmaamﬂmmsvmmmw miheswnsasimidedesvesiene
Tmﬂmauas1(mnU)Q-'mamammuanmnmmuwmuswmsawmmmﬂkuavL\Jumuumaum’lmmmnawaq’lvms
PTIVNATIENAUAIN nsmwwu’nmluLi‘]uNmuﬂman'amvtamv MEI1UN5 AN UANS IFURITUINTIAUSIINLY
Fnamueagiauen(Eus) uaﬁwsauuam'lummalﬂ
454, faussn uma)a.,mmsuL\Javummasﬂnawummq vaadlaanmsidenanimieysenislas deu fmue Taglisidouly
a.6. mauaﬂm (Hvw) uuuau’hnanLanammwnaumumwum fail
461 n3finansdunsiviiezieIll Imansmvzmmawn15uwvswsavnamgummsmmmmmu ISO/IEC 17025
wamsmmamﬁvw"luuJthmmmmmwanwum‘lwﬁzmﬂw~m¢\$1mmaﬂwsauna
4.6.2. nsmuamnmmmwmugmwnmummnwamamlmuawmwﬂmvnﬁumsmmsuavm 'lu-mmm'uaaazquwaammu
463 nsmwuﬂtgmﬂmmwmnuamnnmmuwmaamamaﬂs~awﬁwaua~mwuﬂaamﬂumamjwﬁlmum
a.7. wuwswmwaanuawﬂmuwmsmwamnmmmwwﬁvmmLsunmumu“lmmunmuﬂm"ﬂssumsawnma~m'luﬁzu:nm 19

ApufulseneUszninTiedidnnsatingd

{ WNEYNIVITIITI Wesinewug ma'unwm:atu'ua 238Uy indunsndaiuenns mau'qmi
(Uge61unIsunis) (N31N19) (ng3uN13)
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Qmé’nwzmmzum Lipid emulsion MCT 20% for infusion 100 ml

1. e Lipid emulsion MCT 20% for infusion 100 ml

2. queuianall

FUkLY asensUsIAaINde suwuuadu A1 dmiulimevasadons
dulseney u 250 ml Usznausae Total lipid 20 g wiadu Medium chain triglyceride
60 mg/ml, olive oil 50 mg/ml fish oil 30 me/ml,uaz Soy-bean oil 60 meg/ml
NYULUTTY ussi{lmrmuﬁ')dwi‘umamﬂﬂﬂmnu‘fa wuR 100 ml.
287N vunwurusIesaBsdnesEyfenmie dmdsznoudiedfty AU Fudueny

waziavindnuaziitoruudaiougumgiidmiufuinuliiu 25 oswnisaded

3. auaiFvaweia wenisasvinsiziqunimdulus finished product specification AINTIEaUBEATIEN
FelavanzidousadninuUANLNTINNMIDMITUAZET NTENTHAIFTITUAY

Einished juct ificati
1. Identification #5239 UA Raw material specification
2. Yswasendnfny

- Caprylic acid C8:0 26-48 mg/ml
- Capric acid C10:0 10-30 mg/ml
- Oleic acid 46-70 mg/ml
- Linolenic acid 28-50 mg/ml
- Eicosapentaenoic acid 2-7 mg/ml
- Docosahexaenoic acid 2-7 mg/ml
- Total fat 201-223 mg/ml
- Glycerol 22.5-27.5 mg/ml
- Sodium Tsiwnna1 5.0 mmolt
- Phosphorus 421-515 mg/l
- D,L-alpha-Tocopherol 160-230 me/l
3. pH 6.0-9.0
a. Droplet distribution % droplet laiiiu 5.0 um 100%
5. Mean globule size Linnndn 0.5 um
6. Purity
-Non esterified fatty acid (free fatty acids) linu1nna 8.0 mEg/L
7. Sterility test AU mu*?iisu’lu finished product specification
8. Bacterial endotoxins laiynnn31 0.5 endotoxin unit/ml
9. Volume in container luivfaundn 100 mt

%(‘TJ el Awnns m)s,nfn(

ndunsudesTisin Wesineiug ndunivedyrd o1sutunny Wndynsndgaiueins awanyinl

(Uses1unssunis) (ng5uN"T) (AT5UNS)
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adaulviy
diauarimdpsiudunnmaisianans wienasmeliedeiuseuenansinediien Twavdundsl
4.1, wnansnslasuoygwtiunsdeudiusiites e luyssmelng wazduna (declare) unaaw@n
a.1.1. Wddymstunsdeussun Wun ne.2 ve.3 ve.a wio v.2 udusinsd
412 Wiwotunifeu ve.1 wie 0.1 veserflauenim weuswandeavhionsmurunun o mARSusin ATy
nziliou (finished product specification) kardaruuanunmyayingiu (drug substance specification) nitﬁﬁaﬂ
sewinnswasusUawdlufudussosuuenaisnisveusly (8.5) smiau finished product specification waz/v3e
drug substance specification Tnewvauslvneuiulssmalssmanenddnvselnduazbiiu 2 U & Judsemeusznan
srdidnvseind
4.2. enasuTaNnIgTIUNTHAREY
4.2.1. nyflemanlulszinelne Q’uﬁmﬁmﬁtanmi"s‘usaammgwmwﬁmamwué’mnmﬁua:’:ﬁn'ﬁﬁﬂumsuﬁmm PIC/S
(Pharmaceutical Inspection Co-operation Scheme) lagwiatau PIC/S  participating authorities 3o Hienais
fusonnesgunsHaRALMANN UL 3TN TRIUNSHARE R I UARIYNTINNTTRIMTUAREY NTENTH
amsay Jatmusdulaedenuasnedoiasvinieuiundninusiuaz3snsfinlunisudng PIC/S Tumnngfiaus
1o atuaraanuseumsnsasasulaeiinantsiusesdriulsenmmsmanmddnvsednd
422 nsdvnidhensiniszne dedadeslionasiusannnsgunsanemuvininasitaz IS nsilunstdng PIC/S
(Pharmaceutical Inspection Co-operation Scheme) lnewiieau PIC/S participating authorities aUu aganusau
msenvaeulredinanisiusesiviudsemaUszmanadidnniaidndviotyaaentn udusnsdl
4.3. Lanm'sqmmmmmﬁtauaﬂm
431, HaMIASINAATIERMN NEARTSEE LT3R (certificate of analysis of finished product) Tusnjuitdaiy
LFCURY
432 waMIRTINIATIRERMAWIRNAUYEiIL @AY (certificate of analysis of drug substance) m'tﬂumwﬁmmiuﬁda
uihetasinaneuavduaningu
433, wnanswievdngniudurrudniusiwitjunissdnveringAuvesiaendfty (drug substance) e 4.3.2 iujunis
rAnypanAnAusitduiagy (finished product) 10 4.3.1
4.3.4. wan13Anw long term stability waam’ua1q1jaamﬁ-r'fuw=Lﬁauﬁﬁuﬁwﬁm‘!uﬁmznﬁum'immsu.axm NIENTN
asIuAY
4.4 drothan Gauesie Fasdaiegumatialion 2 mispussios Fuduiunuuaniseandusldnsuiu
auiimustuidenuaAv Ui
4.5. myUssAuRm e TidaoY
4.5.1. sdweuspsiongldlabidenndt 1 T duaniudwey
452, ywpuIRTdoy adpsddnameeluiusemansasTieseieiuiidaey
453, nidimhememaiinsduiegnedweuiiedmsaviienzinunm wmiesvnsssyimidelowediedn laey
Laua‘m'i(é'-znu}wﬁaeﬁau’uﬁnﬁnmnﬁwmuﬁmﬂwiwm'sﬁ'aws'lv‘:ms1zﬁuazkﬂu:§%’uﬁmaum'l'&'ihuﬁu'{a'z-ﬁ'm'lums
arTierminunm nadimuiebidulumugudnsasany miesvnsveanudvihifuiesansiauesinen
MnaveiauasImguin) uaz/miaduanlundisioly
454, fiauemEve)ssivsiundsueilaulnduunoiy viaulaiiansideraniniieysenislaq reudmun lae
lifiouly
4.6. fauesi (§vie) Bugenbisnidndygneuasuimun il
461, nidansdus9iies Iz TnsnsuivermaninsumeuiooaiRnsildinnsgu 1ISO/EC
17025 samsasanieniliidulununespudermunlulsznmaszmanmsanysetind
4.62. nfnandnisiatigniniiufunniomaalatdinnueuznssunsemnsuase Tutiavesdygay
doszne
4.63. n‘m‘iwu{]tumsgmmwmnuﬁnﬁmﬁu'n‘fﬁawa’marsiaﬂ-ssawﬁuauaxmmﬂaamﬁ‘wﬁaéﬂwﬂﬁ%’um
4.7, wieswnsveasudvs bifuRnsanuansusieitiuseiRgnidunidvAulasdninnuengnssumsesuaselussezian 1

'

wiulsEnimlszmesimdidnnsatnd
indunsviesTissa Liesine
(Usesmunisunis) (n35uN"3) (N35uN13)

indunsvdjedyrd ety wndgnIndgatueing Avautysal
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1.
2.

3.

ndunIvias i e Ine iy

Lipid emulsion MCT 20% for infusion 250 ml

win 1/2

AUANYAZIANIZYBY Lipid emulsion MCT 20% for infusion 250 ml

Haen Lipid emulsion MCT 20% for infusion 250 ml

-—&][

PN asomsUsmInde Uuuudiiadu dun dmiulimvaeaidend
duusenau Tu 250 ml Usznause Total lipid 20 ¢ wuadiu Medium chain triglyceride
60 mg/ml, olive oil 50 mg/ml fish oil 30 me/ml,uaz Soy-bean oil 60 meg/ml
NTUTUTIY Uﬁq'lwu'mumawsumaﬂﬂsmmmﬂa A 250 ml.
2870 vun1vurusIyetaasdasszyiesmie dauusznaufedrfey AL Yuduony
ua.,LawwamuauwammLmmauqquua‘fmwmvsnmlmnu 25 aivalded
ausuiEmaneia nansanviengigunmdulus finished product specification auswasdead1ean

FaldvavzidounndinuAnENITUMIBIMITUALET NTENTNATITUAY

Finlshed ixtiducs sapeifical

1. Identification
2. Ysnusenddty
- Caprylic acid C8:0
- Capric acid C10:0
- Oleic acid
- Linolenic acid
- Eicosapentaenoic acid
- Docosahexaenoic acid
- Total fat
- Glycerol
- Sodium
- Phosphorus
- D,L-alpha-Tocopherol

3 pH

4. Droplet distribution % droplet Laiifiu 5.0 pm
5. Mean globule size

6. Purity
-Non esterified fatty acid (free fatty acids)

7. Sterility test
8. Bacterial endotoxins

9. Volume in container

i

(Usesunssunisg)

ndunsvdedyed ansedenny
(ny5uM9)

ASIIN AT Raw material specification

26-48 mg/ml
10-30 mg/ml
46-70 mg/ml
28-50 mg/ml
2-7 mg/ml

2-7 mg/ml
201-223 mg/ml
22.5-27.5 mg/ml
lainnngn 5.0 mmol/t
421-515 mg/l
160-230 mg/l

6.0-9.0

100%
lisnAdn 0.5 um

Tisnnnai 8.0 mEg/L
avaasiy mwdiszylu finished product specification
Lisnni 0.5 endotoxin unit/ml

liivipenin 250 ml

Auvns mawmr

indunsndiaiuenns mawim
(n55uN13)
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adavludy
davesimsnsdudunnmersionans wianawufiedoiusonenmslaediisnng swazduadsil
4.1. mnm'smﬂﬁ'maqrmmumL'uuumwmmamwuw‘lwmwﬂwu wardun (declare) uvandn
4.1.1. 'lumammwummnummm 1oun ne.2 vie.3 ve.d 3o 6.2 udwsinsd
4.1.2. uAweTunzdou viv.1 v 6.1 voswniauesien w%’ammavsﬁaﬂvT'rEamsmmunrunwwuaanﬁmﬁmﬁmuﬁi‘fu
s1uu (finished product specification} ua.ﬂamuuﬁﬂmmmanmqw (drug substance specification) mmwaq
um"Nnﬂ'ittJauuu\lamrﬂmwumummmuuumnmin"nwauf'ﬂ'u (8.5) uwiou finished product specification Waz/M3e
drug substance specification lagvaunlenautulssnmlsemeasamdidnvseinduarliifiu 2 9 a Sulsenmadsznan
sndldnnsetind
4.2 lnasiuseunRIgIUNT1THARE)

4.2.1. mdlewdalulsznalvg gudasodlionatsiusennmsgrumsnanuimumdninusiuay i sintumandne PIC/S
(Pharmaceutical Inspection Co-operation Scheme) Inewuatu PIC/S  participating authorities 38 ionans
fusennmsgunwang I LNANINUTILas BN SR IUNIHAREYRIENINIUARILNTINNTEWMNSUAEEY NTENTI
as130iqy aivuntulasiinnuasnndomariniioniundninasivasiBnsirlunisdae PIC/S Tumnneniiaus
18 aluaganmsaunsmsRaeulaeiinanisiusesfiviulssmeasenmnedidnnsetingd

4.2.2. nsdigmininananysamna dudndeslionasiuseunasgunsndnemundninusiuay 3n1sAaluntsuine PIC/S
(Pharmaceutical Inspection Co-operation Scheme) lawirsay PIC/S participating authorities atiu ahaaausoy
nsnrvdeulneinantsiusasieiudsenalssmanmdidnnseindvioogmaondn udusnsd

4.3, NS NI T IR

4.3.1. wamsasIvdATeiRun AR SusidugUvesudn (certificate of analysis of finished product) Tu1guiidaiy
oL

4.3.2. namﬁammmﬂuwnmmmﬂnﬂ'u-uaqmmdﬂmy (certificate of analysis of drug substance) ﬁﬁumsmammswm
Wusesnaieesuaneuasuaningiu

4.33. wnavidendngubudumudiussewiniunisudnuesingiuyeaiienddy (drug substance) e 4.3.2 fugunis
ninvemdnAnsie1@uIgU (finished product) 4 4.3.1

43.4. waN3ANW long term stability AReRtReIguBIE U ToulifUA TN ueMznsIIMSD M TUAYE NTEYTI
AgISAY

a.4. feg1e1  flauesin Aesdaegeetinios 2 miheussgine JudumunuwanisivazSualdasudou
muitimualuidoruas i luineiy
a.5. MmsUseAupuamETdmay

45.1. eidweudsiionglilalitennit 1 9 funniudseu

452, ymnaefidwey sxfesddnnmdislususemansesoinssinsuidoy

4.5.3. nsdiitmhenimsimsguiegefidasuiiedwsaiieneinun wibssnsayiuldesowemos lnug
eI i nmuduuiimiessmsdmnaiiensiandugiuiaseusldseiivatedtuns
anndierziguam nsdifmuielidullmusudneasian: wissswmsveanuivilifuRnsuinsauesne
fnanvesgiauesmigue) wasvieguastuniasoly

4.5.4. fieveneifvessdosiunfvusuilaninduunaty wiadlaiemsideuaniwieysznislag neudmun Tne

Lifideuly
4.6. fauamen (une) BuspnlWendndyaraunsuimus fil
4.6.1. nifiwanisduasvinsiziend lonsuinemasinisuwevioviesUfRnrsfildnasgu 1SO/EC
17025 wamsnnvieswilbidulunnunesgiudermusluvssmedssninsimBidnnsedind

a.6.2. nddniusiemiatignFeniuiunniommalasdninnueaenssunsemswaren lutaavosdyges

davere

4.6.3. ntiwullgmeunmannwdnsusieniifiervdmaseussdvinauazarasnsusogihedlasus,

4.7. miusunsveanuAns ifuRvsaumdaiusieifuss gndoniuiulaedninnuensnssumsensuavetlusseziom 1

" [ a d - o
puIuUsENIAUsENINSIAYBLaNYSeLNA

WndunIvdariissn lesive i indynTudiadyed e1sedeyg ndunsvdjaiueins eeauyiol
(Uszgunssuns) (n3sung) {n33un19)

i
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% a - o
AuANWUZIaNIzYaUInEiuTnYiinfulsemu

g -3 -
13.9.&3 U"IU'!']R'\ﬁHT'J!JﬂNﬂ"S’U\hSW\u
Uiy Wugndden slinfuusemy
dlsenau TuasazaneU3ums 1 ml Uszneuseseniniu sgaies 9 wia Ml

Vitamin A 2,000 I.U. Vitamin D3 400 LU. Vitamin C 40 mg. Vitamin B1 2.0 mg.
Vitamin B2 2.0 mg., Vitamin B6 1.8 mg., Nicotinamide 15 mg. , Dexpanthenol 3.5 mg.
Vitamin B12 5.0 mcg

AYULUTTY ussyluvanden vune 15 faddns TUnain wieuvasageeitiiviinasiadaou asast
uazangan ussqlunasinseae Uasiuuas
aan - uusTYAine sey Jaen duvszneusindfyuazanuuss Tunde Tuminang viinan

Ui waziaannousiiiue Vet daau

- VunuzuTIREeEatiBefasizy der/denstn daudszneudendafty Auuse Yuil
win aviindn Fuueny idaiou

- fomuudadougumgiidmiufuinweluiiiu gungiilivu 15 ssmwaidvauu
usIiueiLa/MInn ULy

3ausuiimanetin wansasndnsieiaunmdulua finished product specification wa drug
. . - X - PR
substance specification Mmuswavdat a1 FaldaanuiiousadinIuANNTINNITOMNSUALET NTENTN

A5

Finished product specification
1. Identification test a3k Miseylu finished product specification
2. Viinushendrdgy
Thiamine HCI TaivfeBn31 100.0 % LA of Thiamine HCI
Ribofalvin Taideendn 100.0 % LA of Ribofalvin
Pyridoxine HCI laitlasndn 100.0 % LA of Pyridoxine HCI
Nicotinamide laidaunin 100.0 % LA of Nicotinamide
Ascorbic Acid laidanin 100.0 % LA of Ascorbic Acid
Vitamin D3 laidaunin 100.0 % LA of Vitamin A
Vitamin A laivfaunadn 100.0 % LA of Vitamin A
Dexpanthenol Tlaitosndn 100.0 % LA of Dexpanthenol
Cyanocobalamin livlosn31 100.0 % LA of Cyanocobalamin
3. pH 3.0-6.0
4. Microbial Test asa9kU suitseylu finished product specification

QM/ /Y:CM 6‘({: m;fmo/ aWY)n'f U'bsuqm.f .

/ ndunivdjesTaTin iReTineiug nwdunIvdgesyrd ovsedury wndynsugaiuens mau\;lni
/ (Usesunsiunisg) (ny5un19) (n5un79)
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- -
4. Gaulvdy
v - ' a_d v - o - W
fauesmiesBudunnmioenans nionamedetesusenenastaodiisun seazdunded
& , dor -
4.1. nansmsléduaygelunadewhivewiedmialudssnalng wasdwns (declare) undwdn

41.1.
4.1.2

Tuddynistuneideusindue 1un no.2 no.3 vu.d wie v.2 udusinsd

lufruetunadeou ve.1 wie v.1 vowfiauasen wiaursasdenkionsmunuamawrBERSusiA AU
(finished product specification) uasdermunaunmEasiAgAu (drug substance specification) natlflagsewinems
wWilsuuwawsluudusrdsuuuienasnisveudly (@.5) umdey finished product specification was/v3e drug
substance specification lrsvauiludeutuusenimusenmasmididnvsednd uarliiu 2 9 w Tudssnmauszninsan
Sidinvseiind

4.2, 1ENATIUTBWINTFIUNTHEREN

4.2.1.

422

nsfpwmdnluusemelny gudndosienansiussanaigumssdngmumdninosiuay3Easintunsudng PIC/S
(Pharmaceutical Inspection Co-operation Scheme) Taewieau PIC/S participating authorities w3a fenans
fuseunasgIunNIHERMTIMENINASIaE I M sARUNSHAR18eE NINUANENTIINTO M TUALE) NTENT
A5150UGY Farmuniulneiinaenndouanimfisniunsninsiua3smsiirlunsuinm PIC/S Tumnauiiens
weatuagamuseumnsivasy Iolinansfusesfiviulsemasemasanidnnseding
nsdirmhidreandayszme gudndesdianansiusasasgunssdnemuvdninasivarEmsiimumndne PIC/S
(Pharmaceutical Inspection Co-operation Scheme) lasmineau PIC/S participating authorities aluagansou
msasaeulatiivansiusesfsiulsemadssnmasmdidnnsedind wiseymaondn udusinsal

4.3 \DNENTAMN MBI TIEUDIIAN

43.1.

43.2.

433

434

wanIanIvIATiRunmedntusisduaguraudn (certificate of analysis of finished product) Tugniuitdady
[yhligt

HANTIATITIATIERUA W IRgRvyesiendATy (certificate of analysis of drug substance) Mlunsudnejuiids
uhstniwesrdneuaruandngiv
Ltmmwﬁiwré’ngwﬁus‘fumwuﬁ'uv'e’uéww‘iwiumsuﬁmaﬁmqﬁwmﬁ"wﬁﬁﬁ'fg (drug substance) 98 4.3.2 Auguns
wdnvewdnduvivrduiagy (finished product) 19 4.3.1

wan13Ane long term stability aaeativeyveseiumsleulifudinsuanznssun1semisuasen nTENI

A61TEY

4.4. fpghwen fiauesm Fosdunetmetnaion 2 minsussgins Sudufunuanieassualdarudumuiidmusluhie

ﬂmﬁuunﬁa‘lﬁmmu
4.5, mavszfununmenidaey

4.5.1.
452
4.5.3.

454

455

ameimaunmumq'l.-&'lﬁluuaun% 12 oy Tuaniudeey

pmnnATideey swdpsdd N misluusesmansnsITieseieniufiduey
nsdifmheswnsynmsdufegnfidweuiedeninssiguam miwssnmsepimideiesedatie Tnog
(AU (qmu) wnmmmmuanmummuwmuﬁwmmmﬂmmﬂwaaaﬂuq%’uumaum‘hmumnuwm'[u
m‘snﬂmmﬂmqmmﬂ nmﬁ‘wmwuﬂmﬁu‘lﬂmuqmanumutamz mheswnsveanudnihifuinsumsiaus
smedinanvesiauesa (§e) uau/uiauuamluﬂwﬁalﬂ

fauesm (§ue) ﬂ..ﬁmmuJauummam'inavmnmq vindlodamadouanmieusemslan neurdmun Taglid
douly

uanaonafisusesidiruumsiuuasdndi i cold chain system Alfnasgumamininust Good

Storage Practice (GSP) uar Good Distribution Practice (GDP)

4.6. a1 (1) uumﬂwnmnﬁmmwnaumumuun il

4.6.1.

4.6.2.
4.6.3.

NItiNaNSUATITIATINT i Taunsuivermanimaunnivioviesy fURn3ldmsg ISO/IEC 17025 wanas

mw:unsw.m'imﬂu'lﬂmummg"lu-uamww'l.ws..mnm.,n'mﬁm
nsmuammm‘uuﬂuqnnunmunumnwaammmiﬂuﬁwnaﬂuﬂmsnﬂumsmmsuazm 'lwvmmumﬁ‘tumwwﬂewmv

n'smﬂuﬂtymnmmwmnwannmﬂuwﬂmﬁ)mnnna\Jﬁvﬁwsuaummmﬂﬁmnummgﬂwmmum

4.7. 'mnswun1waaﬂuaﬂ"'lusuwmmwannmﬂumuﬂsnngmsumnunu’[nuz‘i’wnnunmsnﬁumimmsuasmlu
sepziaan 1 Unsuiulssnmesemaseddnnsetnd

NI I B IME
(UsesunTsuns) (n55uN13)

Ol ovivow _Boape oesel

miﬁnmmmma BREELEL RN undunindgatueing manyinl
(NF3UNTT)
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amé’nb‘mmammm Methylprednisolone Sodium Succinate for Injection 500 mg

1jam Methylprednisolone Sodium Succinate for Injection 500 mg

2. auaERY

suuuy unann freeze-dried o viinurIndedmiviedmasndandwisdadnd il

dwlsznaw/ Tu 1 9@ Uszneudiy

MYULUTHN Al 1 ween Methylprednisolone Sodium Succinate 500 mg UsSRLUNTULUTIILER
Unannideyiou

dfl 2 Fvharaiuuiie Bacteriostatic SWI U'i'si;'lunmu:us*iqmﬁwmemm"ga-uﬁmuﬁa
Tnehapsdauussyriulunrurussymeueniitostuuas
aan - vuussyiusineuen fesspyfien dulszneumdidyuareiuuss Tunds Suduony
wuiirdnuaziaumzidousinfueliagetniay
- aanuuMTURUTIIas ey Foasrydann duUsnauiieddiyuaad L fuuony
wATLAUTIKGR

3. gauuAmamata wan1snsIviATzinunwlulusu finished product specification wag drug substance
specification nu51WaNT8ATE1 FelAIaviTounpd N NUANENTTINITEMITURLET NTENTIENSITWAY

r ificati

1. Identification test NI mu'ﬁis%ﬂ‘u finished product specification
2. Constituted solution AIIINU muﬁi:lﬂu finished product specification
3. Bacterial endotoxins lifiy 0.17 USP Endotoxin Unit/mg of Methylprednisolone
4.  Free Methylprednisolone iy 6.6% labeted amount of Methylprednisolone
5. Loss on drying Ly 2 % sesimidnwae
6.  Assay 90-110% labeled amount of Methylprednisolone
7. Uniformity of dosage units 97361 muﬁi:\ﬂu finished product specification
8 Particulate matter

210 pm laifiu 6,000 particulate/vial

B ity 600 particulate/vial
9. pH 7-8
10.  Sterility test A529W FFisyylu finished product specification

fiavinaraeyila Bacteriostatic SWI

1. Description AU muﬁiuﬂu finished product specification
2. Extractable volume A52907u Aniiseylu finished product specification
3. Sterility test agak I Mzl finished product specification
; QQ} ) )
o s . Sma oo ..Thunns, m’fuf’f
N Iufas T (iesineiug wdgnndadned ansudungy undgnsngaiueins Asauysol

(Y58 unssuns) (n3sun13) (N3UN13)
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Drug substance specification (Methylprednisolone Hydrogen Succinate)*

1. Identification test NI mu‘?ﬁzu‘lu drug substance specification
2. Specific Rotation 87°-95°
3. Assay 97.0-103.0%
4. Loss on drying v 1.0%
5. Residual on ignition Ty 0.2%
6. Total impurities Tuifiu 2.0%
7. Individual Impurities Taivfiu 1.0%
*Converted to methylprednisolone sodium succinate in the drug product
a -l ] -

fauemmfasBudnnmiuianans wisuamsiisfaiusanananslauiiidne swanBuadi
4.1. Lanmsmﬂmuaqq‘;wwmmuum1ummamwu1u'lw1..|.wﬂwu wazdung (declare) unasnan

411 'luzhmumwummuumsum 19un vie.2 v18.3 .8 w30 .2 udunnsd

a.1.2. ludwatuvadou ve.1 vie v.1 vewfiauesa wsau'mautamm-uamimuﬂuﬂ:umw'uamamnmmmwwwwnu (finished
product specification) uardarivuarnunmuasingiu (drug substance specification) nsnmags:mNmskUaauuxJawﬂm
WiRrarFauuenatsnmsvasily (8.5) v finished product specification uav/w3a drug substance specification 1ng
vaurluioutuusmausemasimdidnysatinduarliiiu 2 U u fuusemavszmasimddnnseiing

4.2 li)ﬂﬂ’ﬁ‘i‘USBQN'WIW”IUH'ISNHG\U’I

4.2.1. nifdpmdniulszmalng uwammamtanm’msammsgwumwammmuuamnmmumvsmswﬁlummamm PIC/S
(Pharmaceutical Inspection Co-operation Scheme) Tapvineau PIC/S participating authorities 38 manmﬁusaammmu
IREREIMANIN AL TN TRlUN KR LRI AL IINTEMSUAYEN NTENTIANSIIAY Bermustuland
puapandBasTTBLfuMAnInusikar B sArtumsrane PIC/S lumnesfiauetie adumaamuseuninsisasuleasil
uan1siuseIBriuYsENIAYsENIRTIMBIANYating

4.2.2. nsfignninneeUsema énﬁﬁﬁaaﬁtanmsi"viaammgwmsnanu'wmmf's’nanﬁua:*‘lﬁnﬁﬁﬁ'ﬂumsuamm PIC/S
(Pharmaceutical Inspection Co-operation Scheme) lagmiiasau PIC/S participating authorities atu a13nnn35euns
asvasulaniinanisiusasisiutsnausemasedidnnsaiindvisangnasntn wiusnsd

4.3 kaﬂﬁ"ﬁﬂmﬂ’m’ﬂBGU'I‘?‘LHUE)TWY}

431 wmamInTIvieneiaunmudniusisidniagurednan (certificate of analysis of finished product) lugnquiidndusiogns

432 an1im7'\nmswzvmmn1mnonwaammﬁmm (certificate of analysis of drug substance) Fdlumsndnenjuiidniusatng
mmwuawmuaznnammnmu

433. Lanmiwsawanmﬂuuum*mﬁ'nwuﬁsvwmwmwam‘uanmmwaammdww (drug substance) 18 4.3.2 MUUNIIHARTD

wanfusirdniagu (finished product) 9 4.3.1
434, wansAnw long term stability maaﬂ‘vwaaqmwmummuuhnuahummﬂmvnssumsmmsufwm NIENTNEAIFITNAY

4.4. fYNEN QLH\JGS’]W] maoaomamomamauau 2 'MU')EJ‘UTW\DW'H ‘lNLUUG\')LLYNLLﬂﬂs!i’)UﬁuLBUQI('WHUQ'JUWNVI

Amualumideanauiaviludiiu

4.5. msUsriuaunwefidgaeu

451 midweuinaionglildlivesnin 1 ¥ dueiniudwey

4.52. ywnoaTidwey svsasdsdnmaeluiusemanisaneinssiniuiidwey

453, nstﬁ?’iwu'wmmsvhmsaiuoﬁaehwwﬁaimamﬁammw’mﬂuﬁﬂmmw mingvnsasvimidedesadenis lnsdaussim
(umu)mmaammnwuanmummuwmu'mrmawmmmswkua..muusuuﬂ‘uaum'lﬁmwmmmaﬂumsmummsummmw
nsavmueidulumuaudnvuzians WAHgTTNsTeanuAvs UM sIALe AU INAITE AL TIANHY1E)
LLav/ﬂ'SEJNNﬁGﬂUﬂNMEﬂ'U

4.54. Qauasm(Fves sipsfudsusndleiindvuneny wWiadiaAansdonanmeneusznislag ey fvua leslifideuls

M (WKIJMWJ/ Tod ovrgTy uvins ms;,:];/(

Wdgnsvdasiasen tesineiug indynvgedyed onsedungy indynsudiariuens Awiyn
(Usesnunisuns) (nT5N"3) (nssuns)
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4.6, \oNATBL"
461 nsalusriidesasaswar/miadesnnevld FasinamiAnyimiuatanmndinisazaisuaz/misideanslusvhazaiuane
AsufuLarasnnAdatiuanatsfiiuen
4.7. faueim (§11e) Guvenldenidndygnauasuimun foil
47.1. nszﬁuamsq’umwimﬂzﬁmﬁ TaunsuingmansnisuwnduiaiesufiRnisildunsgu ISO/EC 17025
wamnsnieneiliduluaanaspudeimuslulsmauszmasamddnnseting
472 ns:inéﬂﬁmﬂ'uwﬁmﬁgnﬁumﬁuﬁumnﬁaanamiﬂudwﬁnmuﬂmznssumsmmsuaxm Tuthnaasdygrardorz
473 ni:iwui]tumqmmwmnuamﬁmi\mﬁﬁmaawasiamxﬁvv%wauazﬂﬂwaamﬁudaéﬂvu?‘i‘loﬁum
48. wu’vuswmwaanuﬁwﬁﬁ%’uﬁq1sm1u5mﬁmvﬁmﬁﬁﬂizi’ﬁgmﬁumﬁuﬁu‘[muéwﬁmwﬂmxnsmmsawmma:uﬂuswmm 1 Urauiu

yYsznmaUsemnsaaianvsetind

w /‘ng,p’uj) %Mﬁ y O‘\J’U{m V;thn? NySv M[

ndunsniasTass esineiug wdunsndedged anseduny ndynavaiueing Ayl

(Usesmunssunng) (n351N13) (NS51NY)
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AMANYUSIANIZYDEN
PHOSPHOLIPID FRACTION FROM PORCINE LUNG TISSUE (PORACTANT ALFA) 80 mg/ml in 1.5 ml

1. doen Poractant Alfa 80 mg/ml Intratracheal Suspension, 1.5 ml

2. auaniAvaly
ULy Husnurunyney Unmanidiedvn dmsunsadimaseay (ntratracheal) Us3 1.5 ml/van
d@nvszneu T 1 ml Usenaumedaen pig lung surfactant (poractant alfa) 80 mg Tu 0.9% Sodium chloride
purussy  unsgluneufdmivendausaninde wazussyiusietuuas
a8 - wuuTIYruel sey Foen duusznaufeddyuazemuuse undn Suduany vk aunzdousiiue
egadaau
- yuMwurusIRNBEtedasEy Jer/Adenisf duuszneumend iy s Fuiiudn @uiinan
fu Aoy iy

2 o

-y v oa o - - Y v, ' v« -
* nvaﬂ'nuummau'lwimmumm 2-8 parwaldua Usaduuas W 'uu'uss'\!ntumua::/mam*uuzussqm

3. quanvAmamaia nansanviessiguamidulua finished product specification musiwaziBuntneas Fildaanaidouredineu
ALZNIIUNITOMNMIUAZET NTENTHANGITUAY

Finished i ificati
1. Identification ATINU muﬁsmﬂu finished product specification
2. YiuuiendAgy
Pig lung surfactant 108-132 % of label claim of 120 mg/1.5 ml
Phosphorus 2.59-3.87 mg/ml
Lipoprotein SP-B 0.27-0.63 mg/ml
Lipoprotein SP-C 0.38-0.79 mg/ml
Dipalmitoylphosphatidylcholine 30-50% of total P
3. Content w9k anviseylu finished product specification
4. Sterillity #s1961u Auitszylu finished product specification
5. Bacterial endotoxin NOT MORE THAN 1.0 EU/ml
6. pH 5565
7. Impurities
Fatty acid NOT MORE THAN 1.5% of total dry mass
Cholesterol NOT MORE THAN 0.5% of total dry mass
Triglyceride NOT MORE THAN 0.5% of total dry mass
8. Residual solvent
Chloroform NOT MORE THAN 10 ppm
Ethanol NOT MORE THAN 0.5%
9. Volume @796 anuiiszylu finished product specification
10. Minimum surface tension NOT MORE THAN 3 mN/m

%I\M} 'Y‘fddw Sues quoreny s mﬁn-me'

ndunmdgesTissn Wesinewug ndunIvg syvd ensetuy wndnsudaiuging Awaulsnl

(Usesrunssunsg) (ns5uN9) (ns5uMS)
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- -
4. (Jeuledu

4.1

4.2,

4.3.

4.4

4.5.

4.6.

. nasAudnwarveeliauesI
411, wanIATIRieTIERuA WHARTuYRIHA (Certification of analysis) Tuniufidudusathe
4.1.2. wansenvieszinuAIRgAu (Raw material) vowaedgRlilunswnssuiidaduiedaiwes fudneuaduaningiu
4.1.3. wan1sfinw long term stability mapat e yrasitunzTsulifudinauamenssuNseISLALET NTENTNMGISAAY
9819
flauesmdediiag wetet ey 1 vineusINig Fadusunuuansreandsaldnsuunuismusluhienuemanaluiiu
msUsefununmeniiswey
4.3.1. niidmeusesionglildlivosnit 9 Weu unniudwey
432, vwnoafidwey wfesddunamasluusemansaniirneiniuiidwey
433, natimhenmsiinsusegwefideuiedmsvitansinuam mhssnsagimldedosediedn laufiauesian
(c;ﬂnunxﬁma'\am;ﬁuﬁnmu'\hmuﬁwmem'zm156'49\51ﬂ"mswzv?uﬁ:Lﬂué’%’ué’imsaUﬁﬂ%wﬁﬁmﬁaﬁunmmaimn:vs’ammw
nsdwue bidulunuaudnuusaws vitesmmsveanudvilifuRnsamaauesimodinaivesiaua (@)
unz/miofuanlunfisialy
434, favenanasiesiudsundlntndweety viedafianisideuanmiuysznislaq feu fuue Tnglifidouly
435 nsiduniifoafuinuiigungi 2 - 8 esmnwaidva dedfiienarsuansuarfusariiisruumsiunazdaden W cold chain
system #ldumsgIumUMANINNY Good Storage Practice (GSP) waw Good Distribution Practice (GDP)
wnansdun
nsabuenitfesaraeuar/miodannould dosinansdnwmiuaan mvdmsazatsuar/miodens ludviarateeieg asudiu
wavaoapapstuianansifuen
fauenan (f§vw) Buseulenidndygnaunsuimun Fotd
45.1. nsdivan1sguATIvRATIEET TaenaineimaninisumdviaefiRmsitlduinssu 1ISO/EC 17025 wamsasaiinmzvlsi
Wulumuwmsgiu
452. nsﬂuﬁmﬁmﬁawﬁqum’s‘amﬁ‘uﬁumnﬁaqmmmiﬂaehu"mmﬂmznssumsawmsua:m 'Lmhmawaeé’zwwaz-’i.aﬂ:ma
453, nsEmulgmanmmaneansusindie1sdmadeussAviuauaza uuasnfbsofiieldiue
wmhesmsveanudns WifuRnsusdndusiofiiuse gndsnfuiulasdninnueusnssinsownsuaselussesom 1 Ineuiu

Usznieusenaasadidnvseing

S ourlomny s _ @ sl -

undunsnde onyed aseduungy indunsudaiugnns AwayInl
(Usesrunssunis) (n35um9) (nssunns)
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swaziduaRuAN¥UZIaN1ZYaIE" Sevoflurane inhalation liquid 250 ml

1. o Sevoflurane inhalation liquid 250 ml

2. guauliiialy

Uk
duuseney
MUY
aansyy
3 Loy =
. AUENUANIUNALA

Wuasazaula Lidd

Usznaumeme sevoflurane 100% v/v Usuns 250 ml

ussylunmyurlnaiin Josiuuas lasntwue Uisqmmaammmuaammsmwaammmu’lu

aurussy hivhuiisefubeeuaay bidewenisanuan sanisansosediueieni

loszimuenwiinganuld Huszuuln Tnghisedlaunsaliadutasluniadniien tiotesiunts

TanseanevesyInday

- uuusIYAusisEy Jen duusenaudedfguazanuus Funde fuRueny wuiindn uasiay
ulisudriuenliotedaiau

- UUMTULUTTY staipedassrylen duusnausiendrfty AL uiuany

wazlavingn

namsasTATsiauamIuluau finished product specification AusIpazIBantad1 &

IfeangilsunpdinUANLNITINATTEMITUAZET NTENTNAFITUGY

1. Identification avavshu mufiseylu finished product specification
2. Jswasedngy 99.9875 - 100.00% labeled amount of Sevoflurane
3. Refractive index 1.2745-1.2760 # 20°C

4. Acidity or alkalinity AT muﬁisq'lu finished product specification
5. Water Tty 0.19% wiv

6. Related compounds AT muﬁszq‘lu finished product specification
7. Limit of fluorides Ty 2 pg/ml (2 ppm)

8. Limit of Non-volatile residue Taitfiu 1.0 mg/10 ml

4. Gauludy

mauas1mﬂawummmwmamnmi wioumanefiedeiuseneanarsiaugiie nng eanundil
4.1, tanmsmﬂnsuaqmwwwLuuumwmmamwmu'[uﬂs.,mﬂ‘lwu wazdums (declare) unaawdn

411, 'luehmumwuw'maumsum loun vu. 2 ve.3 8.4 %30 8.2 uauensd

4.1.2. IUﬁ’l‘UE)‘U'UVI"LUE}U g1 ¥30 B.1 uaemmaua'ﬂm wiousway LEJUﬂ‘WHJ?Jﬂ'ﬁﬂ’l'Uﬂ:Jﬂtuﬂ']W'UadNﬁﬂﬂﬂl‘ﬂﬂ’]ﬂﬂﬂ‘u
yeiduu (finished product specification) uag JarmuanunMYaIIRgAU (drug substance specification) nyeiv
aqiumwmiuJaUuu'daaur'ﬂmwumuﬂ"maauumana'rimwamﬂ'u (8.5) w w3y finished product specification
war/m3e drug substance specification Tnevaudlunoutulssmeausznmaadidansotinduarliiu 20 w Tu
Ui“ﬂ'lﬂﬂi“ﬂ')ﬂi']ﬂ'\'ilkﬁﬂ‘ﬂ?i)ﬂﬂﬁ

4.2. Lanmiwimmmmumwamm

4.2.1. ﬂimﬂﬁﬂﬂﬂ1uﬂiulﬂﬂlﬂﬂ wuamaauLanmiwiaau1mimumwammmuwanmmmuanamsm‘ﬂumwamm PIC/S
(Pharmaceutical Inspection Co-operation Scheme) Tnewvia891u PIC/S participating authorities w3o dianans
susmmoﬁmumwammmwanmmmavvﬁmiwﬁﬂumwamuwm ANNMUANTNITUNITOINITUATEY NTENTN

#5130

Fatmuatulasiimwaenadnwasiniiisuiundninuel warddmsialunsnane PIC/S lunmnaeni

\duaune a’u’umqnmusaumsm'maauTmuuams’msaem’m Uivmmsumﬂiwmmaﬂmauna

" , ‘ J. ' 8“5” Oucsmd ﬁuvmf mS).n.lm{
FunvesiaTin (Resinewug ndnsndedyrd ansedoney wndunmiaiueing awauysal
(UsesunssunIs) (n33un19) (n5uM3)
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a.2.2. nsdleminiraindnysana dudadesdlionansiusennasgiunisuaneinundninusiuayinsintunisudne
PIC/S (Pharmaceutical Inspection Co-operation Scheme) la sy 2897u PIC/S participating authorities 21’y
agamusaumInTvasulneiinan1siusesivivdsrmauszniardidansetindviseynasadn wdausinsd

4.3, 1BNANIAUANYBALTIAUDIIAY

4.3.1. WaMIATIVIATIERRunMKdnTasienduIgUve dn (certificate of analysis of finished product) Tug{uids
Jushet

4.32. wammavlwsinuAmIRgRuYeandrfty (certificate of analysis of drug substance) AllunsrAnengud
z'iaLﬂuﬁmehM’"wmcjwﬁnmuazg‘juam’:’mqﬁu

4.33. wnasviendngududuauduiussewinsjunisndnvesingAuvesiaedifty (drug substance) 4 4.3.2 fugu
mindinvewdnineiedniagy (finished product) 4ie 4.3.1

4.34. wan13fnw long term stability naaw-&wawnaamﬁifuwsL'Gauﬁﬁudwﬁnnuﬂmenssumsawmsuazm NENT
aoINAY

4.0. fregae  faueiim fedeiietteetinien 3 mhousigins Sadusunuuanseazdualdasudumudidmun

TuhdeRmaniAniuiiu

4.5. MyUsEiuguAMETidensy
4.5.1. niidweusedionglilaliviosnd 1 6 ey tuaniudwey
4.5.2. pwpnsiidweu wdowdsdiwnamareluiusamansanaiinnsiniuiidwey
4.5.3. nadifimisenmmhnsduiiegeiidaeuiedimsniinrzinuam miteswnsssiiideiesedieg
Tnufiauena(uensdodwniudnmudnuiimisnensdmseinnsivandufiuinveurlisei
Wentedlumansslinssiguam nsdinuihebidulumunudnyusians missnenisveanudnilidy
Aonannisauenmedenanvesfiauesia(§ne) uayvieguanlunduioly
a.5.4. favermnensdesiudsusiiosilndmneny wiedeiiansidenanmieusznislaq neufmun Taglid
douly :
0.6, fauesien (§un) Busenlienidndygrounsuiimun il
a.6.1. nsdinansgunsaadinsisiont laensuinermandnisuwndudoviosufuRmsillfumegiu ISO/EC
17025 samannviasilidulumuussgutermunlulsenmadssninsmddnnselind
4.62. nidwdnfasieiadgnieniviuanismaalaedinnuenznssnsensuazen Tutheom
maaz‘(tg:uwse‘fa%mﬂ
4.63. naimutiymaunmensdndusienifersdmasioussavinauasauuaensusoftheilidiue
a7 wheymsveanudvtlifuRnsusdatusiodiivssRgnisnifufulaedinnuannssumsenmsuasen
Tuszgziaan 1 Vneutudsemauszmnnmdilnnseiind
5. 1naTdug
5.1 Tunsdiunsdeusamnnnia 2 ¥ exdesdidunameeranisfing Long term stability amiduimdslunzdoue
uany warldfumiasuuiusesonansnngisuaveuish
52 lunsditunsdouenniosnd 2 U sefosdiduunnmiesamsfnymmnsivesmaiitudiadnhmadeun
wansuarlasunsasunuiusesenansngiisuavesuivn
6. Vithidasmninefesaivayuaienilestmentildosmeriio Tnglilimlineiiu uaziedenilesumesawanunsoldld
fusanuenaauiuaan Uivndedimauintquatenig uacasuiiisuregaianeyn 3 Weu laghinaldae dos
wiouflasdsunioahlossmeliuiidaniosditgmbindouldon

ot/ (409 ™ O gvafeen, heans._ msspel

Funsvdasissn Wesine g indunsniedned orvedevgy indynsngeiuens meaysel
(Usesunssunis) (n33uN13) (n35UN7)
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ANANBUIANITYRI Tacrolimus 0.1% ointment, 10 gram/tube

1. iilﬂ:] Tacrolimus 0.1% ointment , 10 ¢ /tube

2 e wr ] I
o - ; w g v
Uk g1INsdrTIeENMABIERY (ointment) dwiulimnisuen

dlsenauy Tulwslviia sauwuv 0.1% Y 1 nf Usznaumesemiasdya 1 dadnil
Tugumlasdyalululewsm

MBULUTIY vssaylunasaaiiug Unadegninded Walale vuiaussy 10 nd
28N - vuussafusiszy Soen duusznaudendfyuazaius Tunde Tumuney wavfindn
wavzilousinsueliotnsdnau
- VuMTUTUTIIREREFaTr Y dauustnauindduara1uuse weiinde
Suduorglfervinau

3. puautanumela wanisesavieszdnunimiiulusa finished product specification musiwazidadnaans Falgr
vzl JousadtinUANENTINNTTEIVNTUAZET NTENTNETIINGY

1. Identification NTIU muﬁisq‘iu finished product specification
USuusienddy 90.0 - 110.0 % of label claim
Homogeneity
Mean 90.0-110.0%
Individual 85.0-115.0%
4. Consistency 180-290

5. Related Substance
Identified Single Peaks

XV Tuynnin 2.5%
Other lun1nna 1.0%
Unidentified Single Peak Tunnnin 0.6%
Total laiynndn 5.0%
6. Microbial Limits
Total Aerobic Microbial Count 102 cfu/e
Total Combined Yeasts and Molds Count 102 cfu/g
- Escherichia coli Absent
- Pseudomonas aeruginosa Absent
- Staphylococcus aureus Absent

7
Q"("W e O B

wndunsudaTiTin Resive g ndynsndgadyed ansedeunny undnsuiatueing asauysn

{(Uszgunisunis) (n35uN19) (n731N0"3)

fuons  arsuapd
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| ] ] -
diauanmdasiudiunnmettionans wieuawneilefeiusesenansindiisun Teaduadsl
a.1. wnansmsléfueygmiunzduusdusnitedmneluysewalng uazduna (declare) uvdswdn
a.1.1. Tuddnistunadouiiue W ne.2 ve.3 ne.a wio 0.2 udusinsd
4.12. Tudwetunsdiou ne.1 wie u.1 veswiiauesen weumeandemidensruminan e wmdnusioud
funzidu (finished product specification) uazderimusnunwesingiu (drug substance specification)
nsditagsewinamsAsuwUaudlufdinasdaauuienaisnisueudly (6.5) umiau finished product
specification war/w3e drug substance specification lasvauilenauiuusenmsemaadidnvseiing uay
Ly 2 ¥ e Sudsemmdszmasnididnnsedng
4.2, \enANTIUTBRNATHIUNTHARY
621, mdvwdslulsevelng  udadadionasiuteanaspunsangmumsninmsiua B sfialuntdng
PIC/S (Pharmaceutical Inspection Co-operation Scheme) lngwiaeanu PIC/S
participating authorities %38 ﬁmnms*‘s’usamwnsg’mmwﬁnmmuué’mnmﬁuaﬁ'ﬁn'ﬁia‘ﬁ’lumwa“wuwm
driinuAMENTIINSEMIUAEN NTIMTIMETINEY Saimustulaslim uaeandpuaindiosfunininst
sariBnmsimunndne PIC/S lumnaetiauenis  atuargamuseumsnsivaeulaeiinantsiuseadieiy
Uszmstszmasmddnvseing
4.22. nidenhdanmassne Guandodionarsiusounmsgumasanu iRz I8N AN IREe)
PIC/S (Pharmaceutical Inspection Co-operation Scheme) Taswiatatu PIC/S participating authorities atu
ﬁ'1qnmumumsmwaauimﬁuan11=E‘u-sauﬁqi'wwn'mﬂﬁzmnﬂmﬁtﬁnmaﬁm& wiogmaoadn udusnail
4.3, \NANTANN MY TIAUD TN
43.1. wanmsmsavienTeigunmedaiusiiduioguusinn (certificate of analysis of finished product) 'I.umi'u'n
dufudodne
432 wansasleeigunwingiuvesiionddy (certificate of analysis of drug substance) fslunisudnen
uiidaiiuiathaiwssdnuarddaingiu
4.3.3. Lanenwﬁauﬁ’nyuﬁuﬁ'ummé’nﬁuﬁsvuiwiumiuﬁmaqi’nnﬁmjmﬁ"mﬁ'}ﬁ‘m (drug substance) 98 4.3.2 iu
funndnvadindeienduiagy (finished product) 40431
434, wamsfinw long term stability masatneyvasitunednulifudtinnuauensIIMseISUAYEN
NIENTHAISTUY
4.0 frptnaw  auasie Fosdeiietngetnion 1 wmisussyinst (ndee) BadusunuuanesiazSunld
asufauaiiimualuhdosuaumnluiw
4.5, MsUsziunmn e Tideoy
45.1. gridweusedengllibidesnit 18 dou Wuniniudwey
452 maqann*?fa’mav azé‘aaeiaehmmwdw’lu%’usmuammsw"mmﬁmiuﬁ?imau
4,53, nadiimiesvmaihmsguiiesefidasudedmnelinneiauam merunsesimidedevediotn
'inumaua-nm(mw)ammahmmuanmummummmwmsmnﬁmmﬁﬂmuaz@unsunn-naum'lmww
muwm’lumsmwms1~wnmmw nsdifnuneidulumuaushvazany misesenisveanuanslisy
fivsmaaueTmedinaravesdiauenA{uy) waz/v3odanlunfiisly
454, faverefuunsedufeusdelndmeey wiadlaiamsdasanmiusrnsiag rou fvun lay
Lifidouly
4.6. faussnn (o) Bussulbisndindygnaussurimun & il
4.6.1. nidiNaMIENATIVIAT T Tasnsinmaninisumivioes fURMsTlFRsEY ISOEC
17025 wamsnsaeiwseilidulununasgudefmuslulseniauszmanaddnseiing
4.62. nidinaniusewiatgnoniuAuanamaalesdinnuanznssunsensuaze Tugam
voadyqsy R0
4.6.3. nsmwuﬂq;mqmmwmnuannnmmuﬂmaamamaﬂramuaua.mmﬁaannunanﬂwv‘ﬂnmm
4.7, whorwnsveanudvlifvinsundnsuiniivssiigndeniuiulasdinmuanenssunisemsuazenly
ETp 1?!:11’3’14117:::} Ussmnsmdidnnseiing
zl

AensmilesTasin fiosTive ndnmfdyed ansudung ndansvdatusnng asauysal
(Ysesunsiunty) (n33un9) (n33un13)
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AMANYLIANITYDI8T Montelukast 10 mg tablet

1 ﬂmm Montelukast 10 mg tablet

2. un.‘;]|

JUuY Wusdiaedoundu (Film-coated tablet) wllasuuszniu

dwusenou w1 diausenausie fw1 Montelukast sodium ifiguwiniu Montelukast 10 mg
MYULUITY U3 luunslnaiin Yeaiuuas Upafunruiu uasussyiuitoatuuas

281N - uuvsseiust sey e dudsznouiend diyuaraiiuuss Tunda Jumuneny

waiindn iawzdoudive Lisgndaau
- vuuwsluwsiazdie enstssdasszy Tou1/Aen1sAn @uUsEnBUMIBERTY ALL
Fumunony 1idniau

3. guautdmaneiin  wanseTviiasedquamiuluniu finished product specification way drug
substance specification 781433 nundasiFuatuideaiu FaldvanzidoudodinnuamuenssunsomsLare
NIENTNATITNAY
Einished prod ificati
1. Identification test AT mu‘?ﬁsq'lu finished product specification
2. Yuusnendney 92.5-107.5% labeled amount of Montelukast
3. Content uniformity ATV muﬁsxlﬂ.u finished product specification
4. Dissolution wARINAN1IALa18YII88 10 lITEENI1 80 % (Q) VBT WAL
melunal 20 unil
5. Water content* avraW U muiiseylu finished product specification
Related compound
- Sulfoxide lainnnin 2.0%
- Monteleukast ketone Tuwnnin 0.2%
- Cis-isomer Linnnan 0.2%
- Maximum single impurity Taiwnndn 0.2%
- Total impurities laiunna 3.0%
7. Microbial limits test ATIINY mu'?iiz'q'lu finished product specification

* 3,519 water content w38 moisture u finished product specification w3alu drug substance specification
sthatiauatWlaatmila

Yy

/ =
A Y . . V. v
o s W=DV s U Iywny m.ﬂ;ﬂrnf
ndynswdas s e Inewug undnsvdyed ersedueny indynsudaiueing  Aanysal

(Usesunssunng) (Ns5UN1S) (N551N13)
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Drug substance specification
1 Assay 68.0-102.0% labeled amount of Montelukast (anhydrous basis)
2. Identification NIV mnﬁizu'iu Drug substance specification
3. Sulfoxide impurity (C) Taiunnin 0.2%
4, Cis-isomer (G) luynadn 0.15%
5. Michael Adducts 1&2 lun1nngn 0.15%
6.  Methyl ketone impurity (F) liu1nna1 0.15%
7. Methylstyrene impurity (8) lLunnnin 0.3%
8. Any other individual impurity luwnndn 0.10%
9. Total impurities Tinnnan 0.6%
10.  Water * liwnnin 4 %
11.  Enantiomeric purity S-Enantiomeric laifiu 0.2%
12, Residual solvents** Methanol Liisunndn 3000 ppm
Toluene liunn71 890 ppm
WUBIR

* 51As18vt water content w3e moisture u finished product specification wialu drug substance specification
ataavattlaegmils
*Limit of Residual solvents Wulums ICH Q3C(R6) mnﬂu‘mmmi Carcinogen, Hazard, Toxic class & Class Il
nsd Residual solvents uJuﬂwsaunﬁmmuumﬂmsmm

a. o ] o
faupmimsedudunnmdisienans wianasmefiefeiusanenanslaudiis e Twandundil
a.1. Lanmsmﬂmuaqmwwwkuumwwmmamwmtﬁ.udivmﬂlwa wazdun (declare) uvanan
a.1.1. luddymstunzilouszue Wun ve.2 ve.3 ve.a vie 6.2 wdwsinsd
412 luwetuvndou vt wie 1 veswfauese wionswazduaidensmunuanninyas
wanfusimuiitunadou (finished product specification) wazdanMuARNAIWYRYTINGAY (drug
substance specification) nsfifiegizwinmswdsuulauilufiudvardouuuienasnisvaurly
(8.5) uwdou finished product specification wag/w3a drug substance specification lntyauriluniau
Judsgmedsemiesaddnnsaiind uaglitiu 2 U a Sudszmedszmasiadidnvseilind
4.2, \@NAS5UTBRNATFIUNSHEAET 2. LBNA1TTUTBIINTFIUNTIHARY
4.2.1. nifewdnluvssnalng fudsdasdidnunmdiomideiuseunasgumndngnumaninusiions
ws‘ﬂumswamm‘uaan‘smﬂammimq'ﬁ (GMP) ¥31BNAT55UTBINIATFIUN TNARE I WVAN NN WAL TS
ASRIUNINAREITBIFINILANENTTHNTDIMNTUAZEINTENTIATS 150D UM Tiaua iy
atuarganusauntinsavasulasiinanisivsedieiudsenmalsymasaddnvseling
.22, nsd@fdusnindransissane  fudadedidiunnmienideiusesnnigiunisudnginy
vininmsIsMsARlunsninevasUsuvanan wia Certificate of pharmaceutical atuangnniu
spunsnnasulasiinanisiusesisiulsemadseninsiadidnvsotind wioe1gmaondn waue
N3t

@"’" ) m@ﬁ W”"“{“ . G‘“" ovy '”""/ ﬁuwn?“‘”ﬂ;s"i

;ma'ﬁnwn‘gwmsm BT inewug mé(ﬂm'smuaamua a3utuuy wdgnsmdatuens  AwauyInl
(UszeunIsunis) (n33un73) (ng5un1s)
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4.3, ENATANN YD TIALDIIAMN
431, wamanswiasieiaunwedadusiodiioguuedindn (certificate of analysis of finished product)
Tugnjuidaiuimating
432, WamInTIIRITRMRN W IRgRUYDW @AY (certificate of analysis of drug substance) filtluns
namejuiidaduiegaswesaneuasjuan ingiu
433, wnaviendnguBuduauduiussenitqunsednvesingivuasiendidy (drug substance) 18
4.3.2 fiugunswanveandndusie1d@niagy (finished product) 98 4.3.1
434, wamsAnw long term stability maomtaseguaseiitunsdsulifudinnuanenssunisamiuay
87 NSENTNAEITUAY
435 wuuwan1sAnYT stability wdsinuuadnedeiuiiguundl >30°C fuanyiamsavinuuadineuasd
AMLAITYBIIE Aot atay 48 Talus
a4 et flauean sesdaiiegengistien 2 winussyfing Fadusmunuuamioazdoala
asufiusuiidmualuintonuandFiluihe
4.5 maUsziuAuAMeTdmey
4.5.1. s1idepuseailonylildlidosnit 18 wWeu duaniudweu
4.5.2. pnaeTidwey wdpwddunamieluiusemanisan i Tiuiidmoy
4.5 3. nsdifmbesenisiinmsduieiniidweuiiadmviinssinunin miwnvmsasimildeiae
Mpg1y  lapglauesan (v nedesdisniudnaudauimiesenisdmsiaiensiuaniy
r-ﬁ‘uumaum'lﬁmawmmmadumm'nmmiwvwﬂmmw nsdifiwuihidulunuaadnyusiaws
mmm-umwaanuawﬂuiuwmsmmsmuaswmmmnmwmmauaﬁm(u’ma) waz/viatudnlunds
waly
454, favesmfuoisieiudsundiovilndueety visdadianmsdauanmieuszmsley rou
favun Tnglufidouly
a.6. mauaswm (mna) U‘uﬂau'lvlumanﬁtgrgmaumumww fail
4.6.1. nimwamsaumwmﬂﬁmmu Tmuﬂi:.Jwmma9@imsuw‘nﬂmawaadgummsﬁlmmmsmu ISO/IEC
17025 nam7cemmmsn:m’tucﬂu‘lﬁmummgw'uamuum'luﬂs.,mmh,mm'xm
4.6.2 mtﬁnﬁwﬁmﬁuwﬁﬂﬁgmﬁamﬁuﬁumnﬁaqmmﬂmuﬁwﬁmwﬂmzn'ﬁum‘smmsuazm Tughanan
umﬁty:uw:-‘ga%mw
0.6.3. nsdnulgmannmanedafusieiiiendmadoyssavinauazauasatusaduaelaiue

wa

47 wihesvnsveanudns lisuRnsundadudemivseiRonseniivAulaesdiniuanenssunisamis

u
e

wazenlusrozinan 1 Unewiuuszmalszninsadidnnseiing

s Soaovmiond _Twans ool .
nrnsdashisn Wesineiug indunswdadiged enseduroy undynavdafusng  AsawyIal
(Jiesunisuns) (NT5UM3) (n33un19)
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o o - o o
ANANFAIANIZYEY eMIIMIndmiumsniiuiiusiuuada vuan 400 niu/nseles

a o o al o o
1. Houdniusi amImIndmiumIniunlusAvueda vum 400 n/nszdes
2. ausuiAnaly
Jukuy umeiau azangliluigamgiivios
| 0 v v v a ‘ H o o
dulsenay Tu 1 nszdes Usznaumelushundidudusnuuditihuntstesaden Wmiin 400 niu
it UsTYluMwuzUTIegiiiley wianurussynliamuaNTRmMULINsEIUMNUTEAIANTENT

O] d o - v v
15750 AUUT 92 (W.A.2528) 1399 muaRuAMMIBNINSEIuYDINTULYSSY Waidaldud

annsndanduldatn Yesruuasazerutuld Sdoumsngniely

aan aanuuMBurUTTYEEIley Fasssylenaniugt duussneuddyiduiesarveniminviauans
duvszneudleidonenugasiiuusilivusen dunmduiidugasiawe  tengiikusiil
14 Juwdn udueny wsdeuasuuemsyansunmg VWIAUTTY TR YUEAIIMTe
whegey Founsiinmesndmioduiaussedmivemnsiinanlulszne Jouaviimvasiinduay
Ussinagndndmivowmn s udusnsd

3. qumnifimanaia
1. Chemical Analysis MFIMIUMIN Finished product
2. Microbial test P379H1UAY Finished product
3. Physical and organoleptical properties AU Finished product
LS

< - " ’ < . v .
Han3298UAN Finished product specification mﬂuqmmmxvaaumaz@lanam ADINTIMIUNNTIWATT

l ] ] P
fiauemrdssdudnunmdisienats wisuasmeiiofosusenenansineiisnng nuandundeil
a.1. wnasmslFsuaygmdunsifousiuamsiiios minolulssmalve wasduns (declare) uwdsuan
4.1.1. ludgynstunsideushiuoms éun veo 18
a.1.2. Wiwetunsdioues vie 17 vesemnsitaussien wiouswanBunvdeniseauauamnmyeLAnis
muiitunzdou (finished product specification)
4.2. Wna15iuIBWINTFIUNIHERB IS Certificate of GMP
a4.3. Lanmiqmnwwmmmsﬁmuaﬂm
4.3.1. waNIATINIATIIRUNNEAANYIDTMIANTIFUTRNENER (certificate of analysis of finished product) Tu
awnsiuiidadusesn
a4, Megewns  flauesimdesdsernesegnatiey 2 miteussyiuy Sadusunuuaneasidunldasudiu
muiiimusludenumniivhludasiu
4.5 maUszAusmA e IMTTIdBY
451, owmvdweusioaioglililivesnit 1 U duaniudwey
452, ewnsynnaiidwey @ mieluiusemanisnnIiieTsio I juiidwey
453, n3dimierenisvmsquiegiemsidweuiitedinsniinssigunin moesvnsasyimideiee
et TnefiaussimEuessdosdemsiunmus wouimenvnsdmsviessivandugdufiavey
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Funsver T Wesing Wy

Probiotic content (LGG averages across all blends)

Protein Average across all blends
Loss on drying
Foreign Matter

Scorched particles

Microbial test
Total Aerobic plate count way Bacillus Cereus

S.aureus, , Chronobactor spp, Salmonella spp.

Leak test

Net contents-Batch average

25,000,000-500,000,000 CFU/g
12.6-15.0 ¢/100 ¢

1.6-2.1%

m529Wu Wulumw Finished product
specification

<7.5mg/100 g
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n52981u WWuluaw Finished product
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100.0-103.0 % label claim
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