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Qmé’numzmmwae Quadrivalent influenza vaccine

1. Zamn Quadrivalent influenza vaccine

2. puauEnaly

JUkuY Wusunusgneuunmnidadmivia ussylunsruendandeudmiudn
(pre-filled syringe ¥u1m 0.5 ml)

dulsznav Tu 1 9 Usznaulude Inactivated split influenza vaccine fifiaanuusslitosndn 15 lulasndu
89 HA (hemagglutinin) sieaneiug Bausznauses meug A 2 via way aevus B 2 viln
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AMENTINNTDINITUAT YN NIENTIEATIIUEY

i Eini et
1. Sterility AU muﬁssﬂu final lot product specification
2. pH 6876
3. Extractable volume laileunin 0.5 ml
4.  Identification Positive for all annually strains that recommended by WHO
5. Potency * laileunin 12 pg /dose for each strain
Haemagglutinin antigen content (80% Label claim) in each strain

-EU SRID-A (2 strains)
-EU SRID-B (2 strains)

6. Bacterial endotoxin ATIINU muﬁsztﬂu final lot product specification

Einal Bulk Product
1. Sterility ATIVNIU muﬁszq‘lu final bulk product specification
2. Formaldehyde TaiAiu 200 pg/ml
3. pH 6.8-7.6
4. Virus Inactivation ATIVNIU muﬁiziﬂu final bulk product specification
5 - Bacterisl sndatein AN MuTIsEylu final bulk product specification
6.  Total protein TaitAiu 600 pg/ml
7. Ovalbumin 14t 1 pg/human dose** w3 lailAu 2 pg/ml
8. Triton X-100 TaitAu 500 pg/ml

(Octyl Phenol Ethoxylate)

*n3tiliilinsa9 potency lu final lot fasiinsmsaalu final bulk
**Human dose equivalent to 0.5 ml
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Wasuwasuflufisduszdeauuienarsnisveudly (0.5 umday finished product specification was/m3e drug
substance specification lngveuilunoutuuszmavssmasmdidnvseiinduazliiiu 2 U a Yuuszmadszninsian
diannseiind

4.2. 1eNANITTUTDWNATFIUNINARE)

4.2.1. nydlemdnlulsunelne guaadesdionarsiusewinsgrunsudnemaumdninausivagisnisfnluniswanen PIC/S
(Pharmaceutical Inspection Co-operation Scheme) Inguua831u PIC/S  participating authorities #38 Hienans
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Qmé’nvmsqumaﬂ Pneumococcal Conjugated Vaccine (13-valent)

1. §281 Pneumococcal Conjugated Vaccine (13-valent)
2. AuaNAN

pAUINY Jusnhurusenewriiausiannide dmsuiadnd
duusznau yumeiluusiazlia (0.5 ml) Usenaumas Pneumococcal polysaccharide %fia conjugated (13-
serotype) il
- Pneumococcal polysaccharide serotype 1,3,4,5,6A,7F,9V,14,18C,19A,19F 23F viinay 2.2 mcg
- Pneumococcal polysaccharide serotype 6B 4.4 mcg
NYULUTTY ussglunszuendansend miuda (pre-filled syringe type | glass) Ussqtunass 1 1ia wisududa
281N - nepausIgend Foen dwdszneudendidyuaraiuss Tundn Suduery weiindn wae
wanetlusisueliognsdnauuuussysiue
- RaNUUNTUEUTIIRLTiey FessryTenn dulsznoudiedifyuarauuss 5’u§umq uaziavi
Na
- fifernuudadiougamglidmiuiiuinmenil 2-8 ssmwadsauuussyiurita/MiemuurusTg

3. guautAmavata wan1sesvdesviaunmdulunuseandeadiais Seldamzdoudsodninaunnenssuns
DIMNTUATEN NTENTNAITITUAY

1. Identification, polysaccharide f3IINU positive for serotypes 1,3,4,5,6A,68,7F,9V,14,18C,19A,19F,23F

2. Identification, CRM 197 ATIINY positive for CRM 197 protein

3 Antigenicity 4.4+1.3 mcg/ml ( 3.10-5.70) for serotypes 1,3,4,5,6A,7F,9V,14,18C,19A,19F,23F
8.842.6 mcg/ml (6.2-11.40) for serotypes 6B

4. pH 5.8+0.5

5 Protein-total 43.0-86.0 pg/ml

6. Protein-Bound (%) >70% of Total

7. Aluminium Ty 1.25 me/dose

8. Polysorbate 80 0.014-0.024%

9. Volume of injection >0.5 ml

10.  Endotoxin e 12.5 EU/mL
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%

AMANYSIANIZYDY Adsorbed Diphtheria, Tetanus, Acellular Pertussis, Inactivated Poliomyelitis,
Hepatitis B (rDNA) and Haemophillus Type B conjugated vaccine (DTaP-IPV-HBV+Hib)

1. f!jJ_?JJ Adsorbed Diphtheria, Tetanus, Acellular Pertussis, Inactivated Poliomyelitis, Hepatitis B (rDNA)

and Haemophillus Type B conjugated vaccine (DTaP-IPV-HBV+Hib)
2. quaudiTaly

sluuu / uuuil 1 Jutrduriiausn Haemophillus Type B conjugated vaccine
dsenau u 1 gausznause
4 Xy v ER ,
du 1 suvaunzneuUIrINedmiudn usylunsruandanieudmiudn (pre-filled syringe ) 1R 0.5 ml

. o I o o w a v ) o
@un 2 weanndedyidmivdaussluviauiaidmiuussgedn ( type | glass)
deazmeendd 1 uavdiuii 2 1Wwheiuuds srldasararouriunzneuy3inms 0.5 ml Usenauludae
- Diphtheria toxoid 230 IU

- Tetanus toxoid 240 IU
- 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

wuuil 2 Wuiaduilasan Haemophillus Type B conjugated vaccine
g X oo i S e e A
vAENBUEIYU Unanntedmivida ussqlunsuendanioudmiuda (pre-filled syringe ) vun 0.5 ml

Usgnauluse
Diphtheria toxoid 220 U
- Tetanus toxoid 240 U
- 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

fuins M) Srasal

WndnIndyed o1sedeny indynsudaiueins asauysal
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wurikdn wansdeuiiuenlisgrsdaau
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3. auauiAniswada nan1sasvinsziaunwmdulymuseasdeadean Sldaansdoudedninnuamgnssuns
9IMTUATYT NTENTNATITUAY
Final lot product/Filled product

Identification

1. Diphtheria toxoid NTIINY

2. Tetanus toxoid MNTIINY

3. Pertussis component FATIINY

4.  Poliomyelitis virus type 1 MIWNY

5. Poliomyelitis virus type 2 MNIIINY

6.  Poliomyelitis virus type 3 NTIINU

7.  Hepatitis B antigen ATIINU

8. Haemophillus antigen NTIINU

Assay

1.  Diptheria component potency — A5398U muﬁssu’lu Final lot product/Filled product specification
2. Tetanus component potency ATIMU m’m“fﬁxﬁlu Final lot product/Filled product specification
3. Pertussis component potency #3396 muﬁizu\lu Final lot product/Filled product specification
4. Poliomyelitis component ATI9sU mufiszylu Final lot product/Filled product specification

potency (D-antigen content)

5. Hepatitis B antigen component  ps3asi1u mufiszylu Final lot product/Filled product specification
6. Haemophillus component AT muﬁiz‘tﬂ,u Final lot product/Filled product specification
potency
(non- adsorbed PRP and
7. Exactable volume ATIIU muﬁizu’[u Final lot product/Filled product specification
pH A9 mudiszylu Final Lot product/Filled product specification
Aluminium ATIU muﬁisiﬂu Final lot product/Filled product specification
10.  Sterility test A5296U MaTiseylu Final lot product/Filled product specification
11.  Endotoxin ATIU muﬁimﬂu Final lot product/Filled product specification
12.  Pyrogen test M3 MusEylu Final lot product/Filled product specification

wnewe 1. MTIATIER potency winlileiviinisinsiesilu Final lot product/Filled product
ABINARINTITIATIEILU final bulk product kazasaanulasiidiulsznevresinduusasyiin
carriers protein lsitfesninfiszylilu product specification w3asinsAnyvnandinuansuszavsua
ﬂaﬁﬂ%‘uwzq primary vaccination Wa¥ booster vaccination ’J'Wmminﬂisﬁu antibodies 2 seroprotection/seroconversion
rates

2. 90159 11 %39 12 Wade Assay 9191ATIENTIBNTIATIENITNTS

_
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(finished product specification) LLa“uanmuﬂﬂrumw'uaa’mmU (drug substance specification) niﬁuwagsumwmi
uJaaumJaaLLf’chmemuamamumanmsmwaur‘w‘lﬁ (8.5 wwspu finished product specification wag/w3e drug
substance specification lngvaunlunauiulszmealsemesiauarliiu 2 U e Julseniausemesiadidnnsedind
4.2. 1eNATUTRWINTFIUNINANLN
421, nsdlpwanlulszvalne  dudedesfiionansiuseunasgiunswaneiaamdninasinasBnsiinlunsndnen  PIC/S
(Pharmaceutical Inspection Co-operation Scheme) lnguingau PIC/S
participating  authorities %38  fllenansiuseunnsgrunsrdneimamdninasinariinisinlunisudnevesditinay
ANENTIIMIBTINIUAYEN NSENTRAS1sY Saimuaiulnsiinuaenndouayiadisuiundninasiuas3snsialuns
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v

4.22. nsdgmhinnndnussme  gudadesfionaisiuseanasgunsndnsmuvdninasinasisnmsiimlunsuanen  PIC/S
(Pharmaceutical Inspection Co-operation Scheme) laewiaeau PIC/S participating authorities aUuaganIusaUNIS
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4.3, lenansAndNYNTYe I TIAY

431 wanIanvieTzinunwLEniaeiveanan (Certification of analysis) lugjuiidadusetna
432 HaMITIVIATIAUNNIAAY (Raw material) vasiedfigildlunisudneiuiidadusogafesduaneuas
AnaningAu
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\0u cold chain system Alsnnsgrumumdninaust Good Storage Practice (GSP) uar Good Distribution Practice (GDP)
4.6. fauesan (§uw) Buveslvionidndygneunsurimun fil
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fqmé'n"dmzmmwaa Adsorbed Diphtheria, Tetanus, Acellular Pertussis,
Inactivated Poliomyelitis and Haemophillus Type B conjugated vaccine (DTaP-IPV+Hib)

1. f‘m&n Adsorbed Diptheria, Tetanus, Acellular Pertussis, Inactivated Poliomyelitis and

Haemophillus Type B conjugated vaccine (DTaP-IPV+Hib)

2. auautanaly  Tu 1 yausznoudy

' =

dwil 1 swvwnzneuuAnnedmivda usslunszuendanioudmsudn (pre-filled syringe ¥um 0.5 ml)
dawii 2 wuTEnwedrdmiudaussylurauiidmiuenda ( type | glass)
wiowhidudwivin 2 u vivwaussgluzedaain uazussylunasanszauwvioviunieuen

ioaraeedndl 1 uavdnd 2 Wideiuuds wrldasaransuriunsneuuiing 0.5 ml Ussneulugae
- Diphtheria toxoid 230 IU
- Tetanus toxoid 240 IU
- Bordetella pertussis antigens (toxoid 25 mcg, filamentous haemagglutinin (FHA) 25 mcg)
- Inactivated poliomyelitis virus type 1 40 DU~
- Inactivated poliomyelitis virus type 2 8 DU*'
- Inactivated poliomyelitis type 3 32 DU*’

- Haemophilus influenzae type b polysaccharide conjugated with tetanus protein 10 mcg.

DU: vueis D antigen unit. ~ or equivalent quantity of antigen determined using a suitable immunochemical method

48N

- vuusIgias vy Been dwusgneuieddiguarainuuse Jurda Fuvuney e wamadeudiiu
g1lipgedniau

- vumuzussedinleesinssrylasmiedudseneushendidy auuse Tudueny waeiinge
- uussifiusivianvuzussy iemududiougumgiidmiuifiuinueni 2-8 swmwadavieivlugidu
WNuBUDe

o g v v & !
LNAYNTWYIOTYVE D158TueY WNEYNTUYINUEINT maugitﬁ
(Usesnunssunig) (ns51N"9) (Ns5UN13T)




9 panA 2564 (DTaP-IPV+Hib) ¥A%usau 5 15a wi 2/3

3auauUamamada wan1snslesiaunwdulunuseandentnsans Galdaameileusiedninay
ANZNITUNTOMNTUALY NTENTNEATITUY

daufl 1. Adsorbed Diphtheria, Tetanus, Acellular Pertussis and Inactivated Poliomyelitis

1. Diphtheria toxoid Identification MNTIINY

2. Tetanus toxoid Identification MTIINY

3; Pertussis Identification (FHA) MIIINUY

4, Pertussis Identification (Toxoid) ATIAINY

5 Poliomyelitis virus type 1 fTIINY

6. Poliomyelitis virus type 2 ASITNU

i Poliomyelitis virus type 3 ATIINY

8. Extractable Volume lﬁﬁaaﬂiwﬁsxqmu Final lot product/final bulk product specification

9. pH AITIMIY muﬁizlﬂ.u Final lot product/ final bulk product
specification

10.  Aluminium Max.1.25 mg/dose

11.  Bacterial endotoxin AT muﬁi:lﬂu Final lot product/ final bulk product specification

12.  Bacterial and fungi sterile test AT muﬁizuﬂu Final lot product/ final bulk product specification

13. Diphtheria potency test ATIWIY muﬁ'izq'lu Final lot product/ final bulk product specification

14.  Tetanus potency test ATIWU mu*?iisu'lu Final lot product/ final bulk product specification

15.  Pertussis potency test ATIWIY muﬁis‘lﬂ.u Final lot product/ final bulk product specification

16.  Poliomyelitis potency test (type 1,2,3) #5296 mu‘ﬁﬁxq‘lu Final lot product/ final bulk product specification

daufl 2. Haemophilus influenzae type b polysaccharide conjugated with tetanus protein (#4)

i Haemophillus Identification MIIINY

2. pH AR muiszylu Final lot product/ final bulk product

3, Residual moisture Aade iy 3%

a. Free polysaccharide content TaitAiu 20 %

5: Bacterial endotoxin AT mu‘?issu'[u Final lot product/ final bulk product specification
6. Bacterial and fungi sterile test ATIWU muﬁizlﬂ.‘u Final lot product/ final bulk product specification

nsanlilauanssien1smsiasieidIu potency vasdmlsEnauindunsazyiialu final lot 9zAelinIsuanINIsiAsIzRRINa1 LY
Tu final bulk product wazasarlnsiidulsznauvesinduusiazaiincariers protein hitfsundniiszylilu product specification
wielinsfinyvendtinuansuseavdnavesindu v primary vaccination uay booster vaccination 31a11130n5¢6U antibodies >
seroprotection/seroconversion rates

6;11%(/ Q1 tfssord HHV]“T mfmumf

..................................................................................................................
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a o ] =
flauenmdesdudiunniweisiendans wsauaaawuawaimauanmﬂmuwumuw MwaBundl
4.1. LanmsmﬂﬂsuaufywmummaumsumLwamuma‘luﬂsuwmlwa warduns (declare) uviaawan
4.1.1. Tuddynsunsousiuen 1un ne.2 ne.3 vie.d vio 82 udusnsd
a.1.2. ludwotunsilou ve.1 vie 8.1 vesefiauasia w%’amwav|.5acﬂvT'mTamimwmﬂmmwwaawﬁmﬁmv’nmuﬁ'ﬁumLﬁau
(finished product specification) u,a“‘uan”mumﬂmmwmammmu (drug substance specification) nsmwaasum’mm‘s
LUaauuUaaLLﬁ‘l‘uqumm"mamumaﬂmims‘uaufﬂw (8.5) wmioy finished product specification wav/m3e drug
substance specification lngvaurlvnoutuusznmeaussmasiedidnnsefinduazliiiiu 2 ¥ o Suuseniauszninsaan
Bidnvseiind
4.2. 1BNANIIUTRWIATHIUN TN
4.2.1. nsdlewdnlulsuvelng  duindesdionansiuseanmsgiumsnansinundninasinardinsinlunisudnen  PIC/S
(Pharmaceutical Inspection Co-operation Scheme) lagwiaeau PIC/S
participating authorities w3 fllonansiuseansgIuNSHAREIMAMENNMTIKALITNSTRlUNMSKERE TBIATNIY
ANENTIUNIOWMNTUAYE NSEnsasIsaigy Saimustulasiiruaenadeuasinfioufundninasiuayismsialy
msndng1 PIC/S lumneaefiiausne atuigamuseunsasiaeulasinanisiusesdisfulszmauszmasian
4.22. nadlenininnielsanea uanseafiionansiuseanasgiunsuanenundninasiuayinsanlunsuangn PIC/S
(Pharmaceutical Inspection Co-operation Scheme) Tnemuasa1u PIC/S participating authorities aﬁuéﬂqmmmau
nnsvEpulneiinansiusesisiulssmadssmnsaveongnaendn udusnsd
4.3. 1enansAAAN YL YR TIAuDI AT
431 WaMIATITIATIRRUAWHERTUTIveNER (Certification of analysis) Tusnjuitdadusogn
4.3.2 HAMSATIVAATINANNINIRGAU (Raw material) *ummmmﬂtyﬁl‘iﬂumswamsﬁuwaqmumamwwaawwammum
HuanTngau
4.3.3. nsdidugngu biological products #u vaccines, blood products Aoatiienansiusasjun1suan (Lot release) 910
NININIPNARTNTUNNG NTENTIESITUAY
4.4. fpgnen diauesia fedaiiognetegiaies 2 mhoussyiug Judusununanssandesldasudumuiitmusluite
AnauEvIa U9y
4.5. m3vsziunuameidsey
4.5.1. mﬁdwauﬁaaﬁmd‘z‘j’lﬁlﬁﬁaam'w 8 Wwisu uaniudwwey
452 mwmmwawau avmaqaammmwma‘lvsusawamsmammﬂmmsuwamau
4.5.3. nsmvwmaswmsmmsaumaswaawamwaamﬁmmﬂmmmw mhesmsiwisdesasveshegalnet
iAueTIA(Ee) wfedieiudnmusuiuiimitssensdimsaiinse wuaaﬂumummaum‘twmwmmmaﬂumi
ATIVIATIZRALNMN n‘s:uwwmwmlw.ﬂuiﬂmuﬂmanwmvmwu MeINTveaRuanslisuRasuInsiaussa
gIINave AU TIA(E) LLav/MiE)NNaGﬂUﬂiWIﬂU
4.5.4. mauaswm(wma)mmaﬁunjaaumLuam'lnawumma viaudlaiiansidesaniwieysenislag
neurmun lnglifidouly
455 nszouumwmaamusﬂqummﬁ 2 - 8 pariwaldua foslilonatsuaniariusesinlssuunsiiunar Sadeen
1y cold chain system mﬁmmg’mmmwﬁﬂmmﬁ Good Storage Practice (GSP) waz Good Distribution
Practice (GDP)
4.6. fiauasien (uw) Busenliunidndyanouasuivun il
4.6.1.n36lHANTGUATIVIAT N T lngnsuivemaninisuwndvievies jiRnsildunsgiu
ISO/IEC 17025 mamsm'mms'lm"luLUu“LUmummsmu'uamwum’tuﬂsumﬂaausﬂm/ﬂsummwm
4.6.2. nsmwamnnmawumunmianmumumnwaama'miﬂumumwuﬂmvnssumsmmma“m 'lu-zmnawaaaryrngﬁaawmu
4.6.3. nsdlwudgmemnmainudadusieiiienadwmaseUsydvdnauay gaasnstsedUneliiuen
4.7 vnninms'uaamuawalusuwmsmwamnmmmmﬂsmmmLsanmUﬂuImumunmuﬂmunssumsmmiLLaum'luivavnm
1 ¥ reutudszmeausemasiadidnvsedind

bt\}é O’IJU{%’Y{ Awnns m)Smm\f

WndunIngdyed e1sedungy wndynsugaiueins mampm
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Varicella Vaccine (Live-attenuated) W 1/2

qmé’nvmzmmwaa Varicella Vaccine (Live-attenuated)

1. iam Varicella Vaccine (Live-attenuated)

wa o

2,
[ 4 " al al e -~ a J‘ v L) a
JUuuy wWunaun (lyophilized) &u11 ammsuiseanvaes vliausmneauiwsausvhazateyiia
Unanniedwiuda Usung 0.5 faddns dwdudadnlaRamis
dgwdsznoy Ty 1 9 Usenaude vneussneindunazivhasaeusimannide luudaslia (0.5 Saddns)
v s a v & Ao 9 v Y . X% '
Usznause wWedandlameiug OKA Minlisausias (lived attenuated) laitfounin 1,350 PFU
NYULUTTY 4 2 du Ae AR uaziIIaEaY UIsylumruzednunaanide
o y , o o w v o a o & d a
[N - VUM sy Been duvseneuminndiduazainuuse Junde udueny  aviinae
wunzilousiiuen Tegetoau
- vunwuzusIeEelasRessryiosviediulstnaufiend ity muuse Tudueny auiinan
- Semnuudadiougumiidmiuifivinmend 2-8 ssrwailivauuussgiugt vionvuzuse
3. guauiiviameia HansesRieszsinuamdulymusvandundisan dsldanedoudedinnuanenssuns

INIUATET NIENTNAITIIUEY

(Haingu)
1. Identification NI muﬁizq‘lu final lot product/ final bulk product specification
2. Infectivity titration NI muﬁ'isu‘lu final lot product/ final bulk product specification
3. Sterility test ATIINY muﬁlis‘tﬂ.‘u final lot product/ final bulk product specification
4. Moisture ATIINIY muﬁszu‘lu final lot product/ final bulk product specification
5 pH HTIMY muﬁssq’lu final lot product/ final bulk product specification
6. Bovine serum albumin ATIMIY muﬁsxulu final lot product/ final bulk product specification
(f7vinazane)
1. Acidity or alkalinity ATV m’mﬁssq‘lu finished product specification
2. Ammonium aiifin 0.6 ppm
3. Bacterial endotoxin wesnin 0.25 EU/ml
4. Calcium and magnesium AT muﬁizq‘lu finished product specification
5. Chloride (ppm) TaiiAu 0.5 ppm
6.  Conductivity T3iiAu 25 micro S/cm
7. Deliverable volume AT muﬁlisiﬂ,u finished product specification
8.  Nitrate n529r1u Awiiszylu finished product specification
9.  Particulate Matter
>10 pm 1aitfiu 6,000 particulate/vial
>25 um 1aiiAiu 600  particulate/vial
10. Sterility test ATINIY muﬁizuﬂ.‘u finished product specification
................... N A D Oyl - heans, aosuvial
uwmém@aﬁnmﬁ ndunsvgedyed onseduugy wdwnsudatuens asauysel
(Usgsunssunis) (n33un19) (nS5uN19)
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a. (oulvdy
Fauesmssdudiunameienans wienameiiofesusesenmslnediisius seazndoadal
a.1. wnansmslésueygniunsdouhiusitesmireluvsunelng uazduas (declare) undanan
4.1.1. luddgymstunafousniuen 16un ve.2 ne.3 ne.d vie 0.2 udusnsd
4.1.2. luAwedunzidou vie.1 vie 8.1 vesefiaussia wionssazdenidensmuauaumwrewaniusimuitunsdou
(finished product specification) uagdarinunnunmvasingiu (drug substance specification) niiﬁﬁai‘jizmwﬂﬁ
Wasuwasudlufisdsardosuuuienaisnisveudie (8.5) umdeu finished product specification waz/m3e drug
substance specification lngwauslunouulsemausemasamdidnnsednduarlaiiiu 2 ¥ a Yuusemauseninsian
ddnvselind
4.2. 1BNATIUTDWIATHIUNTHEREN
4.2.1. nsflomdnluvsemalne fuandesiionarsiusewnsgiunisnansmundninueinazisnisaalunisuanegd PIC/S
(Pharmaceutical Inspection Co-operation Scheme) Ing#ua891u PIC/S  participating authorities %38 Hlenans
FUsEWIATIUNTHANEIMUNANNUSILALITN TR TUNTHAR BRI UANENTTINTBMNTUALET NTENTI
as13nigy Fatmundulnefianuaenndeuaniaifieniundninasiuayismsiinlunisudne PIC/S lumnneniaue
18 atuagamuseunInsivdeulneiinanisiusediviulssmausemesandidnnsedind
4.22. nsdeniwdransissene fuandesdiionansiusewnnsgunsnanenamdninaeiuayBnnsiiatunisuanen PIC/S
(Pharmaceutical Inspection Co-operation Scheme) lngnua891u PIC/S participating authorities aﬁua‘wqﬂmusau
nmsnsraeulasiinanmsiusesiviuvsemavsznmesmdidnnseiindvioongnasadn udusnsdl
4.3, lonansAudnur T TilduTIA
431 wamsAnIvlATwiquAMEAnSusiveuan (Certification of analysis) Tusnjuiidudueeig

a1 [

432 wamsasvlasvinanmingiu (Raw material) vesmiednyililumsnane sy aaLUuﬁaadwqﬁaﬂanmamaWLtas
AR IngAv (G3)
4.3.3. nsdhfuengu biological products #idu vaccines, blood products FoeilanansiuseunIsnan (Lot release) 91N
NTANGIMARTNITUNNEG NTENTIAIBITUY
4.4. feghaen fauesian desdsfiegenagiaties 2 missussyinst FudufunuuanineasiBenldasudiunuidmualy
vdenuantRvialudreiu
4.5. MsUseiunmuAmeidiey
4.5.1. iidweusiesdiongldldlivosndt 8 oy tunniudwey
4.5.2. ympunidwey wdewdsdiunnmieluiusemansasTinssieuiduey
4.5.3. nsdifmesensinisquiegeeiidweuiiodmmainszinunw mhenInsasimidesovediegialaes
\aues1M(§une) axdodiiiudnmus wouiimhensnisdmnaiinnsianduguinreualitiefiiedesiy
mMsanvinnesigun nsdiinuielidulumuguinuuzians mhesvnsveanudnslisuinsannisiaus
Mednanvesfiaues M) uas/miedudnlundiely
4.5.4. faenm(unehsiesundsusidlenndnuney viaideiRanisidosanwieysznslan
roufmus nglifideuly
455 nsdfueniifouiuinuiigungii 2 - 8 esrniwaida desionasuaniuaziusevindsyuumafuuardndeen
\Ju cold chain system mﬁmmﬁ’mmuwﬁmnmﬁ Good Storage Practice (GSP) iay Good Distribution
Practice (GDP)
4.6. fauesan (fane) Busenlionidndygrounsutmun feil
4.6.1. nsdinamsguasITiieszviend lonsingmaninisumdniovesufoinsildunmsgu
ISO/IEC 17025 nan1snsvdaseilidulumusnasgrudeivuslulssmeusemasadidnvseiind
4.6.2. niﬁwﬁmﬁm%m‘uﬁﬂﬁgnL'%ﬂnLﬁ’uﬁumnﬁaammm‘lﬂaﬁwﬁnmuﬂmsnisun"ﬁmmsu,asm'lwn'wL’Jawaaé’fg:ynséawm
4.6.3. nsdinullgmAannnanudnsiasiniifiensdmaroUsydvsrauayanuaendtusedUasilasue
4.7. mhEm‘umwaanuﬁwﬁ‘lﬁuﬁmsmmﬁmﬁm%mﬁﬁﬂssi’ﬁgnStmLﬁuﬁuimaﬁ'\ﬁmwuﬂtusnsiumsmmsl,l,asm'luisamm

1 U newludsemedsemasiandidnnsating
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(Usgsrunssunis) (N331N19) (n331n19)



15 paAu 2564 Meropenem 500 mg for injection mih1/3

o

AANBUSLANIEVYBIYT Meropenem 500 mg for injection

1 iﬂm Meropenem 500 mg for injection

2. guautENaly

JUuuy Wunaesmanids vvieramdes

dulsznau Tu 1 vial Usznausiesien Meropenem 500 mg

NYULUTTY ussqlumaurussgendausmanide

aa7n uuusIye seydenn duusznoumedfuarainuuse Yusdn ‘Tuﬁvumq \uiindn uazian

neidousinuenliognetaiau
UUNUrUIIeT agnlesiassyfen wiedudszneumsnd diyuarainuuss Fudueny uas
LAUNKER

3. Qmauﬁmmm‘}ﬂ Naﬂ’limi’mﬁmiwﬁﬂmnWWLfJu1Um1m finished product specification wag drug substance
specification museazdeatreans Fdldaansdousodinnuanenssunsewnsuazen nsensNasITmgY

Finished prod ificati

1.  lIdentification AT muﬁswﬂu finished product specification
2. Ysuwsgianfgy 90.0 -120.0% LA. of meropenem
3. pH 73-83
4. Uniformity of dosage units AT muﬁ‘szq‘lu finished product specification
5. Bacterial endotoxins laisnnndr 0.125 Endotoxin Unit/mg of meropenem
6.  Sterility ava9si muiiszylu finished product specification
7. Constituted solution ATIY muﬁis‘lﬂ,u finished product specification
8.  Chromatographic impurity
- Impurity with a retention time of about 0.45  laiunn31 0.8 %
relative to Meropenem (tz 0.45)
- Impurity with a retention time of about 1.9 lsisnnnan 0.6 %
relative to Meropenem (tg 1.9)
9. Loss on drying 9 - 12 % VBIMINKIYN
10. Particulate matter
WA 2 10 m Laiifiu 6,000 eyn1Asie container
WA > 25 Pm laiAu 600 ayn1Asie container
11. Content of Sodium 80 - 120% LA of sodium
............................................................. o Casmen. St ol
unvgndadetiiey d3ane ndunsngednyed e1setuvigy wdynsmgatuens Asduysel

(Usgsunssunig) (n351N19) (ns5un13)
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Drug substance (Meropenem)

1. YSunaumendfgy

2. ldentification

3. Specific rotation

4. pH
5. Water
6. Residue on ignition
7. Heavy metals (W38 elemental impurities)
8. Limit of acetone
9. Chromatographic purity
- Any of two major impurities
- Any other impurity
- Sum of all such other impurities
10. Sterility
11. Bacterial endotoxins

]

98.0 - 101.0% of Meropenem

(Calculated on the anhydrous basis)

IRk Aufiseylu drug substance  specification
-17° to -21° measured at 20°

(Test solution : 5 mg/ml, in water)

40-6.0

11.4% - 13.4%

laiunnndn 0.1%

Taisnnnin 0.001%

Taiwnndn 0.05%

laiu1nnii 0.3% (Calculated on the anhydrous basis)
lainnnin 0.19% (Calculated on the anhydrous basis)
Tainnnin 0.3% (Calculated on the anhydrous basis)
aIasinu afiszylu drug substance specification
Taisnnndn 0.125 USP Endotoxin U/mg of meropenem

- - v v X el W a vas wa v
) 4 NTINAANZLUBULIINITVDIALIUY (waive) ﬂ"l'iW'i'J’\]ﬁ'rJUi'lEm'ﬁIﬂ Tﬂf)uuaﬂﬂmﬂa?‘i'ﬂﬁﬂg?uﬂ#ﬂﬂﬁ?mﬂ?ﬁﬂqiaﬂuﬂﬂﬁﬂ

2. Drug substances specification #9150u19nludiAswivesudn drug substance wia luliATey drug substance vauiudne"
ddagtatiulaatunds Fadimsesndeseinsuynidoiismun

3. wanmsmsieseiduluau finished product specification waw drug substance specification fignsdsnnndusvatiuiieaiy
FeldnamelusiodninuAnLNTIINITAMNSUAYEN NSENTNANGITAY nssiuaniAmanadavewdiioguniotngiveey
e binssmuiilsmeunasyna iy Sedanduiivatuilminiillsmerunavssmeaviesadanduiiuamysena
nIENTIEsTIAY (309 Trysisen udy 'lﬁ"l"fuﬁuqaﬂﬁﬁwamwnﬁumﬂhzmmswmm

4. Jovlvdy

favesimdestudunameieionans wiauameiiodeiusenanmslnediisnng nuandeadsi
a.1. wnasnmslésuayymiunsdoususnitesmireluyssnalng warduas (declare) unandn
a.1.1. Tuddmstunsadous3uen T ne.2 nes ned vie 0.2 udusinsd
6.1.2. luiwetunaideu ne.1 vie 8.1 veswiilauesinn wioumuanduadenismunuamnmuewdniasin
Funudey (finished product specification) uardamnuana NYeingAy (drug substance specification)
nsdlfiagsewinamsdsuwvasudlusiufuosdosuuuienarsnisveudle (8.5) wmdou finished product
specification uay/u3 drug substance specification lagvounlunauiuuseniAusymasimdidanseiinduas
Tifiu 2 ¥ e Tuszniadszmnsimdidanseding

4.2, lNENIIUTDWINTTIUNTNENEN

4.2.1. nsipedalulsenealne gudadedionansiuseunasgriumnaneimuvdninusiuagSnsiimlumswane
PIC/S (Pharmaceutical Inspection Co-operation Scheme) lagvassu PIC/S
participating authorities vi3e filonassusesNAIgIUMIHAREIIIMENINATILAITN SN SHERE 1YY
dNINIUANZNTIINTEIMIUATET NIENTNAS1TNAY Teimundulaedauasnndosuasiaiioniu
wdnineust wazdgnsfialunsndnen PIC/S lumneeiiauswe atudganuseunisasvaeulaeiinants
Jusesdialu Usrniausznmesiadidanseiind

£

0 | .
6‘(“'& Gi)u‘l’irm(
unvdngainauiey dSamd ndynsuadnyed arsetunng ndunsudanuens aAwuysel
(Usesunisunis) (ns5uN13) (n35uN19)
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4.2.2. nsdlenhdhnselssne duandesiienarsiusewnnsgrunissdnemuvdninasivasSnsiinlunswane
PIC/S (Pharmaceutical Inspection Co-operation Scheme) Imsuuasa1u PIC/S participating authorities aUu
agamuseunsnTasulasiinansivissdciulszmavssmesimdidanseiindvisotgnasadn udusnsed

4.3, lENANsANNMUBITIALEIAN

4.3.1. HaNINTIRNARTIBIRUN MNER usiedSIgUvewindn (certificate of analysis of finished product) Tugnsu
fdadusedn

4.3.2. iamsVIATIRRUAWIngAuYBIRIEd Ty (certificate of analysis of drug substance) fildlunsudnen
juitduiusatioimesnaneuavindniagiv

4.3.3. lonaavisenanguiuduanuduiusseninsjunsndnvesingAvvasiieddty (drug substance) 98 4.3.2 A
JuNsHaRvasHAnSnsieduIagy (finished product) 4o 4.3.1

43.4. wan3finy1 long term stability naent2181g 038173 unpdoulifudiniuauenssunsomsuazen
NSENTANE1TUAY M8 ASEAN Harmonization product on pharmaceutical Registration lagviin 5@ nwn
anmeilgaamgdl 3042 °C Arududurivg 7515%RH

435 ewniusiidesazansrould dosuuuenasuanauairssmendinisasans waziearsieanmii
wngavannsadhivinidlusuduiuiliiuiiog . wasewanineandundiaenadastutoyaluenans
ffiuen

436 fswnunsinymndindedeuueiiFounsuauiiadiadules eseL lunsdiidnnnmsindelulsmeua
(Nosocomial infection) Tunquéithewdinuazaedlng warlddumsiilunsansmimsunmdiidodolduas
wan1sAnwiuseandnmnisinulidesniinisfinwusseiiunuy via femunsinymisediindede
wuafidsunsuauitaradulest £sBL lunsdilinannisinidalulsmeruta (Nosocomial infection) Tung
fhednuaymiedlvg Wisuiiouuseninmiussuwuuiilddunsifuilunsasmensunndidediols

4.4. dhethen fauesan Fesdsnetaeetinios 2 misussydue Fudumunmuanieandenldasudunum
Amusludenuautiiludisiy
4.5. msusziununmeniideey

a5.1. enfidweudesdionglilalivesnic 12 ey tuaniudwey
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