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1. igm CRM 197 carrier protein 51 mcg/0.5 mL + pneumococcal polysaccharide serotype 1 2.2 meg/0.5 mL

+ pneumococcal polysaccharide serotype 10A 2.2 mcg/0.5 mL + pneumococcal polysaccharide serotype

Pneumococcal Conjugated Vaccine (20-valent)

11A 2.2 meg/0.5 mL + pneumococcal polysaccharide serotype 12F 2. (51999999 - 1321595)
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1. [dentification, polysaccharide

Identification, CRM 197
Antigenicity

4 pH

5. Protein-total

6. Protein-Bound (%)
7 Aluminium

8 Polysorbate 80

9. Volume of injection
10.  Endotoxin

11, Sterility
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AITIIWU positive for serotypes
1,3,4,5,6A,6B,7F,8,9V,10A,11A,12F,14,15B,18C,19A, 19F,22F, 23F,33F
ATIIWY positive for CRM 197 protein

4.4+1.3 mcg/ml ( 3.1-5.7) for serotypes
1,3,4,5,6A,7F,8,9V,10A,11A,12F,14,15B,18C,19A,19F,22F 23F 33F
8.8+2.6 mcg/ml (6.2-11.4) for serotypes 6B

A3 szl Final (ot (Finish product)

64.0-129.0 tg/ml

>60% of Total

0.254£0.05 mg/mt

0.014-0.024%

>0.5 ml,

LAy 12,5 EU/mL
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influenza vaccine win 1/ 2

Lﬁ_am influenza type A virus vaccine, A/Croatia/10136RV/2023 (H3N2) like virus 15 mcg/0.5 mL + influenza type
A virus vaccine, A/Victoria/4897/2022 (HIN1) pdmO9like virus 15 mcg/0.5 mL + influenza type B virus
Vaccine, B/Austria/1359417/2021 (B/Victoria lineage (51999999 - 1329430) (51999999 - 1331967) or

B/Michigan/01/2021 15 mcg/0.5 mL suspension (51999999 - 1329787)
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2.

iﬂﬂj diphtheria toxoid 20 iu/0.5 mL + haemophilus influenzae type b vaccine 12 mcg/0.5 mL+ hepatitis B
virus vaccine 10 mcg/0.5 mL + pertussis vaccine, acellular 25 mcg/0.5 mL + poliomyelitis, inactived type 1
(vero cell) 40 D antigen unit/0.5 mL + poliomyeli (51999999 - 907842) (51999999 - 669151)
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o o a . . .
uuy 7/ wuud 1 Judrdurdiauen Haemophillus Type B conjugated vaccine
dusenay Tu 1 yaUsznaue
n‘ 4" e w = -t v o o al .
d9ui 1 ewvIusznawlAaInedmiuan Uss*\g'lunizvanamwsaummunm (pre-filted syringe ) 9u1@ 0.5 mt
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P : o ' < v v o Y v = v
WaaranssaIun 1 lLasdiun 2 1nlenukan i]ﬂﬂﬁ'ﬁaxa']tlLI.‘U’J‘UC‘WﬂEJUUiN’WI? 0.5 ml UizﬂaUhJﬂ'JU
- Diphtheria toxoid 230 IU

- Tetanus toxoid 240U
- Bordetella pertussis antigens
(toxoid 25 mcg, filamentous haemagglutinin (FHA) 25 mcg and Pertactin (PRN) 8 mcg)
- Inactivated poliomyelitis virus type 1 40 D-antigen unit
- Inactivated poliomyelitis virus type 2 8 D-antigen unit
- Inactivated poliomyelitis virus type 3 32 D-antigen unit
- HBs antigen 10 mcg
- Haemophilus influenzae type B polysaccharide conjugated with tetanus protein 10 mcg

o v = a . . .
wuudl 2 Huinduringu Haemophillus Type B conjugated vaccine
= | d o oo a4 v o @ oa .
HWVIUNZNBUATIYU Ui ndedmivan Uiiq’luniwanaﬂWiaumvﬁunﬂ (pre-filled syringe ) 9% 0.5 ml

Usznaulusg
Diphtheria toxoid 220U
- Tetanus toxoid 240U
- Bordetella pertussis antigens toxoid 25 mcg,

filamentous haemagglutinin (FHA) 25 mcg
- Inactivated poliomyelitis virus type 1 40 D-antigen unit
- Inactivated poliomyelitis virus type 2~ 8 D-antigen unit
- Inactivated poliomyelitis virus type 3~ 32 D-antigen unit
- HBs antigen 10 mcg
- Haemophilus influenzae type B 12 mcg

polysaccharide (Polyribosylribitol

phosphate)
conjugated with tetanus protein 22-36 mcg
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1.  Diphtheria toxoid

2. Tetanus toxoid

3. Pertussis component

4.  Poliomyelitis virus type 1

5. Poliomyelitis virus type 2

6.  Poliomyelitis virus type 3

7.  Hepatitis B antigen

8.  Haemophillus antigen

Assay

1. Diptheria component potency
2.  Tetanus component potency

3. Pertussis component potency
4.  Poliomyelitis component

v

10.
11.
12.

RUENE

potency (D-antigen content)
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Endotoxin
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1 wweu 2568

Varicella Vaccine (Live-attenuated) Wi 1/2

1. iﬂm varicella zoster, live attenuated 1350 pfu powder and solvent for solution for injection, 1 vial (GPU)

(51999999 - 723846) (51999999 - 672643)

2. pausuiAiall

& £ %4 . -l o o < a &‘ 174 @ o a
pUAnY wWunauns (lyophilized) & aasudieanviaas vliausenigouwsaudviasareviln
J o v al < o oo ° v o 2 Ve ar
UsAnnedmivan Usunes 0.5 fiaddns dwsudanlafomis
] 2/ v = U [ z ' o a aa
duysenau T 1 g Useneude vimenussgreladunasfvhasaneusimainitie Tuwdaslia (0.5 fiaddns)
[ & a v € oo g v 'Y . Vv ‘
Usznaume Wadgndlaanewug OKA Avirlieudias (lived attenuated) laitfpanda 1,350 PFU
Lo, a o o - &
NYULUTTY W 2 @y Aie Mareuasiiazany ussglunivuzedausiaeiniiie
[N - vuusIYTas vy et duuszneudendidyuazanuuse Tunde Yuluey aviingn
wanudewsinsuen et edaau
- uunusussyedwssdasIsyiBy wieduUsznauMendifty Anwuuse Tudueny weiinge
- fdernuudadougungiidmiuiuinwmend 2-8 sswsaidauuussyius viemwuruimn
3. guduiiviameda HanmsmvieTeinunwdulunusigendeadiee dddamsdousedninauanenssuns
DIMITUATY NITNTNATITUEY
(neindu)
1. Identification AU muﬁisq‘lu finished product specification
2. Infectivity titration AT muﬁisu‘lu finished product specification
3. Sterility test AN muﬁsslﬂ,u finished product specification
4. Moisture AU m’mﬁizu'lu finished product specification
5. pH AT m'mﬁisq'lu finished product specification
6. Bovine serum albumin RIITUY m’mﬁis‘lﬂu finished product specification
(Aviazae)
1. Acidity or alkalinity AU muﬁis‘tﬂu finished product specification
2. Ammonium 13ifiu 0.6 ppm
3. Bacterial endotoxin Taiviiu 0.25 EU/ml
4. Calcium and magnesium AU muﬁssu‘lu finished product specification
5. Chloride (ppm) laiifu 0.5 ppm
6.  Conductivity TaitAu 25 micro S/cm
7. Deliverable volume AT muﬁsz‘tﬂu Final lot product/ final bulk product specification
8.  Nitrate A5 muﬁ‘ss‘q‘lu finished product specification
9. Particulate Matter

10.

>10 Wm
>25 Um
Sterility te

L3 - % 3 o «
unvdnijaihiauiny #ann
(Usgaunssunig)

13l 6,000 particulate/vial
LAy 600 particulate/vial

M5 Auseylu finished product specification
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1 WwBu 2568 Varicella Vaccine (Live-attenuated) Wi 2/2

4. Goulvdu
Alavenndissdudinnmaisenans wsauaqmaua-uai'usaaLanms‘[ﬂawumuw swasiduadil
4.1. LanmsmﬂmwaummwmLUaumiummamvzmEJ'LuU's.,mﬂlwa wazrdwes (declare) uviaawan
4.1.1. Tuddymstunsiousiuen 18un ne.2 ne.3 ve.d wie 1.2 udusnsd
4.1.2. luetunsousiue ve.1 vie .1 w%’amwaasLSaﬂﬁ'ﬁamsﬂ'wﬂuﬂ:umwmawﬁmﬁmv?muﬁﬁ”umL‘D'Uu (finished
product specification) LLav'uan'mumﬂmmwmanmﬂU {drug substance specification) nimwaqiumwmitﬂaamme

u,ﬁ‘l'umummmamumanmimwaurﬂw (8.5) WS oY finished product specification was/m3e drug substance
specification

4.2. 1enasTUTBWIRTFIUNTTHARE
AuandesilionansiuseannsgrumskinemumdninasinasIsnsialunsuanen PIC/S (Pharmaceutical Inspection
Co-operation Scheme) Tunuaei iausvie Taenua891u PIC/S participating authorities auumaﬂmmaums
a59aey laeiinanisSusesiiviulsenmauseninsaddnnsedind
4.3. pnansnudnvuEII AU
43.1 uansenvlinswinunmsdadusivesdudn (Certification of analysis) Tusnjuitdadudege
432 wanmsTIRlATziRMAMIRgRU (Raw material) mmmmmﬂzyﬁ'l{flumwammsuwaqLﬂumamquawwammuau
Audningiv ()
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4.5.2. mwmmwaauau mmaaaqeﬁLmnwm1a'lususamamsmsvmmswmmsuwawau
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455 nsdldunitdoaiuinnitgumgl 2 - 8 ssnwaidea sosfienasuanuayiuseridissuumaiusasdadesn

1y cold chain system V‘ﬂmmmgmmnwamnm% Good Storage Practice (GSP) wag Good Distribution
Practice (GDP)
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1 Wweneu 2568 Dengue Tetravalent Vaccine (live, attenuated) wi 1/2

Ljﬂﬂj dengue virus serotype 1, live attenuated 3.3 log10 pfu/0.5 mL + dengue virus serotype 2, live
attenuated 2.7 log10 pfu/0.5 mL + dengue virus serotype 3, live attenuated 4 1og10 pfu/0.5 mL +
dengue virus serotype 4, live attenuated 4.5 log10 pfu/0.5 mL pow (51999999 - 1283236)

wa o

2.
JuuuY \uwaTndu (freeze-dried powder) Bumautidviuia uazanmitliidean (solvent) 1alilid Tunszuen
Snemiaulfiiewioudumsazanedmivie
dulsznau e lunsiazlia (0.5 ml) Uszneusie Dengue virus serotypes 1, 2, 3, 4 (live, attenuated)
amurussy  weiRdu (1 Tnd) Tumaud @ieledt 1) wieugndn uazansinlififonns (viaeaie) ussglunszuen

dnewSould (pre-filled syringe type I glass) W%’@uﬁ;ﬂﬂﬂ@ﬂqu
281N - ndseuTIgedl deen dwdszneudnendifyuaraanuuse Tunde Fudueny viindn waz
awvzilousiiuslbiodndaauuuussasu
- amnuunurUSTYREeliay deassylenn duuseneuinnd iy iu??umquamamﬁwam
- formruudaiouguugiidwiuiuinmeil 2-8 ssnwadeaunussyiusiuor/mMienmuruse
3. pusuliBvaveiia wamssviessiaunmdulunussasdeatiaan Fdldeanudoudedninnuanznssunis
PMTUATET NITTNTNATITUGY

(HIA%W)

L

Immunofocus Assay

TDV-1 Infectious Titer
TDV-2 Infectious Titer
TDV-3 infectious Titer
TDV-4 Infectious Titer

MFIINU 23.3 logyo PFU/dose
MFIINU 22.7 logyo PFU/dose
M5V 24.0 logye PFU/dose
ATIINU 24.5 logye PFU/dose

2. Identification AsEL sasfisealy Final Lot product
3. pH 7.085 .
4, Residual Moisture content <3.0%
5. Osmolality 700-1000 mOsmol/kg
6. Re-suspension time <60s
7. Purity and Impurities AT muﬁiztj‘[u Final lot product
8. Endotoxin < 10 EU/dose
9. Sterility aT29H1U Aufiseylu Final lot product
(diazans)
1. |dentity A5 muﬁssu‘lu finished product specification
2. Assay U3 NaCl 95.0<X<105.0% of label claim
3 Bacterial endotoxin <0.25 EU/ml
4. Particulate matter ATIY mu‘ﬁ"ssq'lu finished product specification
5. Extractable volume NLT 0.5 ml
6. pH 4.5-8.0
7. Sterility test #3796 mw?‘iistﬂu finished product specification

. g :

Sonp gorenn ns ool

wwndndaindify B3and indansndantd onseduuiny wndsnsndiatuenns mau\!itﬁ
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1 wweu 2568 Dengue Tetravalent Vaccine (live, attenuated) Wi 2/2

4. Raulvdy

fiauermdpsdudunnmaneiendns wieonawnefatesusenenansinagiisn mwasidendsil
4.1. Lanaﬁmi‘lﬁ%’vaummﬁuwuLﬁaus‘h%'uml,ﬁ'aﬁmﬂwludismm“lma wazduas (declare) Wnawan
4.1.1. 'lummumwummaumsnm Thun ne.2 ne.3 .4 3o 8.2 udusnsdl
4.1.2. ludmetunsidousiue ne.1 vie v.1 niountandumhdensmunuaunmwewdnfusinuiitunsdou (fnished
product specification) LL?I:’,‘ZJE]ﬂ’muﬂF]mﬂ’M‘lJEJ\TWIQﬂU {drug substance specification) nimwaqsumwmsuJasuu:dm
whluiRufverdosnuuienarsnisveudly (8.5) uawseu finished product specification uaz/m3e drug substance
specification
4.2 1oNANIFUTBMATHIUNTHEREN
fnandaadlionansiusasnmsgiunisudnemundninasiuay33nsitatunissdng PIC/S (Pharmaceutical Inspection
Co-operation Scheme) Tuviaaeniiaustne nevineaiu PIC/S  participating authorities atuanganuseuntsnsisasulag
fnanisiusesiieTulssmalsemnsmdidnvsetind
4.3, lenansAudnuuz YR Taues A
431 wamsnleTeiRmaRAnfusiuasan (Certification of analysis) Tuenjuiidudushedne
432 HaMIATIVIATIEIRUAWIRRAY (Raw material) °uaama1211ﬂmﬁlﬂun”ﬁwammiuwaamumamwwawmacﬂmu,a.,
guaningau ()
433 ﬂiiﬁL‘fJua’mdu biological products fdu vaccines, blood products figsfitonansiusesjunsnin (Lot release) 910
ASUIMBINANTNITUINE NTINTIANS1TUEY
4.4. $hethuen fiauasa Fosdsierngiagatias 2 mhoussytust JududunuanimeasBenldasutumudidmuely
vhieauautAvialuinediy
4.5 mavUssAunuAmETidwey
4.5.1. sritdsuausasdianglililidosnin 12 Weu duantudameu
4.5.2. ywnaaiideuey sxfasdsdinamaeluiusamansnelinnsiuiidmey
4.5.3. nsdifimherumsvinnsduitegweniidweuitodwnaiiessiaunm miesamsazviwmiidedesvesiotdlagy
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simedenamvesiaussiniue) uas/miofuanlundiiely
454, fauenm(fue)ziesfundsussioslnduuneny visdlaiiamsdenanmeneusznislan
rioufwun Taghifideuly
455 nsddueiideuiuinmilgungll 2-8 ssrwadua dallionansuansuaziusesinlssuumaiivuasdade
1¥u cold chain system ﬁlﬁmﬁﬁﬁ’lumuwé’nmm‘fi Good Storage Practice (GSP) uag Good Distribution
Practice (GDP)
a.6. faveen ({une) Busenliisnidndygreunsudmua fil
4.6.1. nsdinamsguanniienesiend lnonsuivermaninisuwduionejoRnisilénasgu
ISO/IEC 17025 wamsnsaviiaseiliilulumunasgudeimualulsenmauszninsadinnseiind
4.6.2. ﬂsmmamnmmawuﬂumLiemLnUﬂumnwammeﬂ,ﬂs)ﬁwummﬂmunsiun139Wiﬁu.a"m'lummm'uma:ucywuﬁm 8
4.6.3. nsdinutlgmemnannudnfnsioiifiendiaroussavnauasaulaendureeilauen
4.7, wiresvmsveanuans Wuivsusdesusiofiiuss Yignidonifuiulasdninnusuznssunisewsuazenlussezing
1 ¥ Aswlulssmauszmnsadidnvssing

4.8 {1eADaIlTUaNTIAAY MINANENTTUNTHAILISEUUEWANATIUSENMAEeY dmuasiainansen wagldmmunsinnanen
{ v o as v ' a v é 4 v ° '
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1 wwn1aw 2568 Fluticasone furoate nasal spray 27.5 mcg/spray, 120 dose wiil 1/2

1. §aen fluticasone furoate 27.5 mcg/1 dose nasal spray, suspension, 120 dose bottle (GPU) (51989999 - 692510)

2. gruAwiaaly

JUuuy WGusmunungnou viawudmseyn

dnlsenav Useneusieen fluticasone furoate 27.5 mcg/spray 31uu120 dose

AYUBUTTY ussylunuzdmiunuayniitaaiv

281N - uuuTsyoei sey een duuseneudisdWguasauusese dose $1Uau dose MenTurUIY Tu

udn Tununeny eiinge launsideuiiiuen egdau

v a ' Y ° w ' ° '
uurIRgaL DAYy Tae1 diuuszneufiedifty AuLIwe dose 31U dose ABAYULUTTY
Tunwney  wazieviingn Liogradaau

3quauifivianaiia  wansasndinsievrunmdulusu finished product specification uay drug substance specification f1y
a [ FEYY o e w
FYDTLBYAVNEN Qj\ﬂﬂf\]ﬂw3luﬂuﬁaaquﬂQquﬂWSﬂiiNﬂqiaqﬂqiLLaﬁEJ"I ﬂizVIi’Nmﬁﬁim?j‘u

Finished ficati
1. Identification test #3796 A finished product specification
2. Yunwseddig 95.0-105.0 % Labeled amount of Fluticasone furoate
3. Benzalkonium chloride M5996U A4 finished product specification
4.  Edetate disodium A5996 U AW finished product specification
5. pH 5.0-7.0
6.  Mean Dose Delivered 23.4-31.6 mcg/spray {85-115% labeled amount of fluticasone
{(beginning and end of bottle) furoate)
7. Uniformity of delivered dose 85% coverage with target of 80-120% L.A. (L<20)
99% coverage with target of 75-125% L.A. (L<25)
Number of sprays Not less than 120 dose
Droplet size Distribution
Mean Do ( LUm) 20-40 Llm
Mean Dso( [lm) 40-110 Um
Mean%droplet less than 10 fkm <15%
10.  Microbial test* AT A finished product specification

“mnewg easdeantsnrdulununnsgiuues Nasal prepration Usznaulusie microbial count, yeast and
mould count miiﬂlﬁWUL%aﬁaIiﬂiiuLm WY P.aeruginosa, S.aureus

D bst ificati
1. identification test AU AU drug substance specification
2. Ynushendrdg 98.0-102.0% Labeled amount of Fluticasone furoate
3. Optical Rotation (-19)(-25)°
4.  Related impurities PN MU drug substance specification
5. Particle size D (V 0.1) by volume 0.8-1.4 bm
6. Particle size D (V 0.5) by volume 2.0-4.0 bm
7. Particle size D (V 0.9) by volume 4.0-9.0 lm
8.  Particle size span by volume 1.0-3.0 Um
9. Residual solvents Propan-2-ol  <0.1% w/w
‘ Ethyl acetate <0.1% w/w
10. Water (KF test) <0.2% w/w
11.  Residual on ignitio <0.1% w/w
* O gvfermd Manns 0 Sugoed
uwwémﬁw‘v’nﬁ%y Aiand mé’-unimﬁ‘;é'twﬁ asedny wndunsvidaiuging Avauy sl

(Uszsungsung) (n35uN13) (N95uN"19)



1 wewn1Au 2568 Fluticasone furoate nasal spray 27.5 mcg/spray, 120 dose it 2/2

4.8auludy
fiauesimdesiudnnmaieienans wieuasaefiefofusesianasTnafiis e suanduedsil
4.1. Lanaﬁmﬂﬁ%’uaqmwﬁumLﬁaw‘h%’umLﬁaa‘mma‘luﬂizmﬂlwa uazduag (declare) Unaanan
4.1.1. Tuddymstunsieumiuen Wun ve.2 ve.3 ne.4 vie 8.2 udusnsdl
412, Thwelunsdou ve.l vie w1 vewnfiauesim wioumesaziBuavdensmunuauamusdnSusnuitunsdeu
(finished product specification) uazdoimunAmuamvesingAu (drug substance specification) nsdifiegsewinens
wWasuulawslufindvesdosuuionarsmsveudly (8.5) um3ou finished product specification way/%3e drug substance
specification
4.2, lBNANTTUTBWINTFIUNSHAREN
AnandedionansiusemnasgriumssdneimundninusinazinsiiRluniswdngn PIC/S (Pharmaceutical
Inspection Co-operation Scheme) lagviaes PIC/S participating authorities atfuaigamusouns
nsRaey laeidinanisiusesieiulssniasemasiadidnnsedng (e-bidding)
4.3, NANTANA MBI IThAUDIIPN
4.3.1. wamsesvienziguawkdadunenduiagiesdnan (certificate of analysis of finished product) 'lums'uﬁﬁufluﬁ’aaahq
4.3.2. mamimsammiwmammmmmwmmmﬁwﬂtg (certificate of analysis of drug substance) m%‘lumwammiuwmulu
fetaiivendneuarindningiu
4.3.3. wnavidendngdudumuduiusssuiniunisudnvesingiivvesiaedifyy (drug substance) 4o 4.3.2 fugumsnénuea
w@ndtusienduiagy (finished product) 9o 4.3.1
-3 ol

4.3.4. wams#nw long term stability maamtisenguesefitunsidoulifudninanusnznssunsemsuazen AseMsIeens1sngy
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o o
4.5. nsdsEAuAuAWEIIdwDY

45.1. wiidemeudeaiianglilalitonndt 18 wWeu tuamntudweu

4.5.2. vwnnniidwey wdedsdunamangluiusemamsnsniinnsvisiiuiidmeu

4.5.3. ni:ﬁﬁwmﬂiwmsﬁ'lmsqiuc?\'aaaiwmﬁdauauLﬁaeimﬂﬁmiwv?ﬂmmw mhgsynsazimideiowe
shetilnsfiauese@rensdeseniudnmuinuiimhssmnsdemalinnsiuaniuuisveusldeiiudes
lunsasiessinuam nsdimuiobidulunmusudnuasiens mheswnsveanudndlisuinsanmstaue e
fandnvelauenm(guns) waz/misfudnluafiiely
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1 wuweu 2568

Budesonide 160 mcg and Formoterol Fumarate Dihydrate 4.5 mcg Turbuhaler, 60 doses 1/4

1. f'mm budesonide 160 mcg/1 dose + formoterol fumarate dihydrate 4.5 mcg/1 dose inhalation powder,

60 dose inhalation (GPU) (51999999 - 800534)

2. gusufnaly

JUnuu gsdmIuganain

d@nlsznau
4.5 mcg U3ueu 60 doses
MYULUTTY
WATUITINGBIRE 1 viaon
281N

lu 1 dose Usgnoumie Budesonide 160 mcg uaz Formoterol Fumarate Dihydrate
o L3 } 74 4’
ussglumMuuzdmiugauuy Turbuhaler wianussyansgaALTY

- seyien dudsgnauiedidyuasauuse Junde Tudueny wuiindn @y

nzioudiuenlisgndaauuunitususg

RRELRVEE -
Walgau

3. gudulAniunaiia

angemdadaliiuaiusn awnsaldnuldsumuneiy vishivesndn 6 \eu

wamim’sﬁmi’lzﬁﬂmmwvﬂﬁlﬂmu finished product specification wag drug substance

specification musiwaziduninea1e Beldmmsiiousiediinnuaugnssunsemiswasen NTEVTINETITUEY

Finished product ificati

1 Identification:

Assay: Budesonide
Assay: Formoterol fumarate dihydrate
Impurities and degradation products of
budesonide
- Total of specified related substances
- Individual specified related substance
- Total of unspecified related substances
- Individual unspecified related substance
5 Impurities and degradation products of
formoterol fumarate dihydrate
- Total related substances
- Individual specified related substance
- Individual unspecified related substance
- D2537 (formoterol impurity 1)
6  Particle size budesonide (Coulter
Counter)

7 Particle size formoterol fumarate dihydrate
Coulter Counter)

Weight of contents
Delivered dose (uniformity)

N

Oeed ouborw

Budesonide - Positive identity

Formoterol - Positive identity

162-198 mg/g

4.5-5.5 mg/g

Per cent (area) related to the budesonide content,

- NMT 1.0%

- NMT 0.5%

- NMT 0.5%

- NMT 0.2%
Per cent (area) related to the formoterol fumarate
dihydrate content,

- NMT 2.5%

- NMT 1.0%

- NMT 1.0%

- NMT 1.0%
Mass median diameter < 3 ilm
Particles with diameter of 7 [Am or less > 95% m/m
Mass median diameter < 3 m
Particles with diameter of 7 m or less > 95% m/m
Not less than 100 mg.
75296 1UMY finished product specification

fiwans  osuysal -

4 - w ¢ a e L4
unndndaindng #5aea
(Ussunssuniy)

Wndunsudedyed enseduung
(nssun19)

ndynsvdatuenns maLgitﬁ
(n55uN13)

14



1 e 2568 Budesonide 160 mcg and Formoterol Fumarate Dihydrate 4.5 mcg Turbuhaler, 60 doses 2/4

10 Delivered dose (Average from uniformity Budesonide per dose: 80.0 - 120.0% of the labeled
testing, 10 doses.) amount (128-192 ug per dose)
Formoterol fumarate dihydrate per dose: 80.0 - 120.0%
of the labeled amount (3.6-5.4 ug per dose)

11 Fire particle dose Budesonide: 54-108 ug per dose
Formoterol fumarate dihydrate: 1.5-3.1 pg per dose
12 Microbiological quality AIINIUAY finished product specification
13 Elemental impurity i Risk assessment report W39ATIVIY
D bst ificati
(1) Budesonide
1 Appearance white or almost white crystalline powder
2 |dentification M5I9NIURA drug substance specification

3 Assay (on the dried basis)
Epimer A: 40.0 - 51.0 %
Both epimers: 97.5 - 102.0 % of the (dried substance)

4 Impurities

- Impurity A NMT 0.2%

- Impurity L NMT 0.2%

- Impurity D NMT 0.2%

- Impurity K NMT 0.2%

- Unspecified impurities NMT 0.10%

- Total impurities NMT 0.5%
5  Loss on drying NMT 0.5%
6  Residual solvent AR drug substance specification
1 Appearance White or almost white or slightly yellow powder
2 ldentification (USP) RN drug substance specification
3 Assay (on the dried basis) 98.5% - 101.5 % (anhydrous substance)

4 Impurities/ Related substances (Ph.Eur.)

Impurity A NMT 0.3%
Impurity F NMT 0.15%
i\‘) oot orovem s, eyl
unvdndgaindiigMand indunivdgeged onsetung indynsudatueng maalgini

(Usgaunssunis) (n35uNn19) (h35un13)



1 Wwgu 2568 Budesonide 160 mcg and Formoterol Fumarate Dihydrate 4.5 mcg Turbuhaler, 60 doses 3/4

5 Unspecified impurities NMT 0.10%
Total impurities NMT 0.5%
Limit of Formoterol related compound | NMT 0.3%
(USPY/ Impurity | (Ph.Eur.)
6 pH 55-65
7 Specific rotation/optical rotation Between -0.10° and +0.10°
8  Water 4.0 - 5.0%
9  Residual solvent n579H UM drug substance specification
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(finished product specification) wagdefimunamunwIDTINgAU (drug substance specification) nsaiﬁagisswmms
Wasuuwautlududuasdaauuenasnisveudly (8.5) smwiou finished product specification waz/%38 drug
substance specification

4.2 BNAITUTBRNATHIUNTIHERET
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Co-operation Scheme) lngwiasa1u PIC/S participating authorities atiuanganusoun1snsavaaulnelinansiuses
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1 weu 2568 Budesonide 160 mcg and Formoterol Fumarate Dihydrate 4.5 mcg Turbuhaler, 60 doses 4/4
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(Fouly
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1 ey 2568

gidmiusnriaiuuseniu Wi 1/2

18881 multivitamins oral drops, solution, 15 mL bottle (GPU) (51999999 - 676330)
o
Juluy Hugmindon efiafusenu
dsenau TuansavaeUings 1 ml Uszneuseseniniiu atiades 9 via wil
Vitamin A 2,000 1.U. Vitamin D3 400 LU. Vitamin C lidasnin 40 mg. Vitamin B1 2.0 me.
Vitamin B2 2.0 mg., Vitamin B6 1.8 mg. Nicotinamide 15 mg. Dexpanthenol 3.5 mg.
Vitamin B12 5.0 mcg
AMYULUTTY UssgluIden wun 15 daddns Silnatn wieuvasagaenitiiuasindaou vasasiouas
mgan ussylunaeanseany Ueaiuuas
287N - UuuTwTst ey Baen daudszneuindduareuuss Yukdn Fununeny uiindn
vitnindauasiaunzidousiiiuen Hegedaau
- VuMTUEUTTEBEatieedBITEYy Fes1/Aensi duusenaudendidy AL Tuiindn e
wAnTuAuey 1iniay
- nsditliannsafuigamgiivies Wiildernuuiaiougamgiidwiuduinweluiiuuazsey
gumpifuugilunistiuinuuuussydiusiuag/vionmusussy
3puduiinmaunatia Nan’lim?iﬁLﬂi’l:ﬂﬁﬂmmwﬁ]ulﬂmu finished product specification uag drug substance

specification mus1wasidentia1s Geldaanzdoudedinnuanenssumsa Az NSENSINES 15U

Finished luct ificati
1. Identification test 75996 muﬁ‘ss‘iﬂu finished product specification
2. Usuneushendidny

Thiamine HCI 90.0-150.0 % LA of Thiamine HCI

Ribofalvin 90.0-150.0 9% LA of Ribofalvin

Ascorbic Acid 90.0-150.0 % LA of Ascorbic Acid

Pyridoxine HCl 90.0-150.0 9% LA of Pyridoxine HCl

Nicotinamide 90.0-150.0 % LA of Nicotinamide

Dexpanthenol 90.0-150.0 % LA of Dexpanthenol

Cyanocobalamin 90.0-150.0 % LA of Cyanocobalamin

Vitamin A 90.0-165.0 % LA of Vitamin A

Vitamin D3 90.0-165.0 % % LA of Vitamin D3
3. pH 30-4.0

4. Microbial Test

n9139K1u MuNs¥ylY finished product specification

§\,/ Gos _ovusr Msans oy sansnl
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wndndaiinding dand WNAYNTVOYYE 9158TBeny indunsudeiugn asauyand
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