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WHOIZ &SI VF > DPrequalificationD
FHREDBEEICONT

Procedure for assessing the acceptability, in principle, of vaccines for
purchase by United Nations agencies, Final Draft.

Expert Committee on Biological Standardization Geneva, 18-22 Oct. 2010

2010.9.3. SLP meetingRiBA ¥+ 2 R i (p.8)

2010. 10. 6. ECBSHh3 & 2RAA R
BAE_R ELERE

WHOIZ kBT 7F > DPrequalification& (3

A 7EEEMEANEAT A0 9F U OBRRITON T, WHOAF O A t(acceptability) % 5Ff
{assess)L. FOHBAIZBIE T 5H—E X. (WHO provides advice to UN agencies on the acceptability,
in principle, of vaccines considered for purchase by the agencies. This service is called prequalification.
Page 4, Introduction)

=4 71E, WHOIZ &k YPrequalifySh =7 2 F o #HALTW S,
ERHEIZEZBEEMS, BAEWHOIXL T O 72F 1R EL TPrequalificationZRIEL TLY 5,

Proposed list of priorities for the biennium
The list balow raflects the priority assigned in agreement with the two agencies for the period 2009/2010 as follows:

HIGH PRIORITY

Bivalent oral polic vaccine (bOPV), Dengue vaccine, OTP based pentavalent combination vaceine [DTP-Hep B-Hib and OTP-Hep B+Hib), Inactivated polia vaccine {IPV), Influenza
seasonal vaccines, Measles and measles containing cambination vaccines, Meningitis A containing conjugate vaccines, Monavalent oral polic vaccines {1, 2 and 3),
Pneumococeal vaccine, Rotavirus vaccine, Tetanus-diphtheria vaccine for adults [Td), Yellow fever vaccine

MEDIUM PRICRITY

¢Ine for children (DT), tetanus-pertussis vaccine {DTP), DTF based vacsi 1PV (DTP-Hep B-HIb-IPV),
Japanesa encephalitis vaccine

LOW PRICRITY
BCG, DTP based tetravalent or pentavalent combination vactlnes containing IPV (DTPHib-IPV or DTP-IPV), Polysaccharide meningococcal A+C vaccine, Rables vaccine, Tetanus
toxold vaccine (TT), Typhoid vaccine

NQ PRIQRITY

DTP based tetravalent combination vaccines {DTP-Hep B, DTP-Hib or DTP + Hib), influenza type b vaccine, Hepatitis B vaccine, Oral
hol ine, vaccines, Rubella vaccine, Trivalent oral polio vaccine (tCPV})

Any other vaccine not in the above priority catagaries

hitp://www.who.int/i i fvaceine_quality/| forities/en/index.html

BEDA—h—OLD TIE. BCGTHF L H119874E IZPrequalify®h, BIEEE TUNICEFICEHEh TLY
BH(EME &E6F Adose).




WHOIZ &8 DPrequalification D ENF D Fih (Page 7-13)

| A—H—MSWHO~Application IetterO)iiﬁ’I

I A—H—MEWHOAProduct Summary fiIeGJi;’Sﬁ'l

IWHOI:J:éProduct Summary file®screening, evaluation,

i

[ wHoEBHIL TurBlaboratoryl= i 3T 9 F L BT L DRE. SLPOEE |

}

[WHOIZ &% A——~ Dsite audit, 4 BEDNRALRTT ]

Prequalificationff . EM&‘JI:reassessmentEiMJ

Prequalification EIE D (X

JEL4E ., Prequalification~ D GBI IIL TE/=,
SHEERGIIFUONHTET, FENERIZLE>TE =
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Fh(FEniiy,
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|

EEONRAN S B ICKIRE /DL T, Prequalification(CBEH HIEREREEILL LY,

201055 A1ZWHOTEE DONRAIZ & ad hoc committee TERE {EE M 1TH 1=,
hitp:f/www.who.int/immunization_standards/vaccine_guality/pq_revision2010/en/

'
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BUE E THi -4 Prequalification procedure DB MR E & f=(page 14-17)

LEEDONRAS K IEEL TWHODPrequalification DERZ B RILT S

Considerations for streamlining the prequalification procedure based on enhanced assistance by
NRAs. (Page 14-17)

NRAEWHO TR T O ELH B 1D Tagreement &4 53(Page 15).
HA0&H, REKERKTMICAATHREBLRIUT S,
BBROBRIZOVTOMEEIRKRT S,
HARITOLNTOMSRERET S,

|

WHOIR LI F O BELR B EREY 5 (Page 15-17),
Product summary file® M4 YIZ, NRA assessmentPDreportZreviewd B,
HRAICHBETIRHYIZ. NRANCLASRIEL - REB O REreviewdT 5,
NRAIZ & DE IR T BreportZreviewd %, L T. Full audit TIE#<{Short auditZ R T 5,

HEET, F-[ZAnnual ReportingmWR DS, NRAIZKZEBDEZDREH RS
bhbI&éiiotz, (Page 22)

A EEIZB8Y DSummary

Description of | Product CTD X-ref | Responsible NRA WHQ prior
variation Summary file pp! | date
Ch/section Prior Date of Seif-assessable under
approval acknowledgement of | national law or not Or WHO
date notifiable change applicable to national notification date
registration
! J
L
NRAIZ X HREBIZB T SR

f-F2L. @PECNRAORBAUELESREVAS L, BRISWHOO REERHTEET D, (Page 21)

FDHOEER

B. Production and distribution data

C. GMP Inspections (in which PQ product was within the scope of inspection}
EEEAEB0%&?

D. A summary update an implementation of post-PQ commitments from the manufacturer

E. Periodic Safety Update Report




