Bonpocbl 1 OTBETbI NO pe3y/bTaTam Npea-TeHAEePHOW KOHPEepeHLUH, cocTonBLLeCcA
18 aHBapsa 2018 ropa B opuce NMNPOOH B Kuese

Questions and answers on the results of pre-bid conference,
conducted on January 18, 2018 at UNDP office in Kyiv

Procurement of medicines for children with primary (congenital) immunodeficiency (REF: 86-2017-
UNDP-UKR) / 3akynKa meguKkamMeHTOB ANa AeTei, 601bHbIX NepBUUYHbIM (BPOXAEHHbIM)
nmmyHogedpuumutom (86-2017-UNDP-UKR)

Deadline for the Bids submission on ITB 86-2017-UNDP-UKR — February 01, 2018, 10:00 Kyiv time
(UTC +2:00), inclusively. / OKoHuaTenbHbIi1 CPOK NOJauM 3aABOK No TeHaepy NYT 86-2017-UNDP-

UKR - 01 ntotoro 2018 roga, 10:00 no Kuesckomy Bpemenu (UTC +2:00), BkatounTENIBHO

Bids submission — electronic on tenders.ua@undp.org / Mopgauya 3aABOK — 3/IEKTPOHHAsA, Ha aapec

9NEKTPOHHOM NouTbl tenders.ua@undp.org

No. | Bonpoc / Question

Otser / Answer

1. B nepeyHe npoaykToB Ans noTtos 1-5 ykasaHa
dopma BbiNycka — GNaKoH, HO ¢ 6onbLIMM
obbemom — 20-100 mn. ByaeT nm npuemnemo
nogatb npegnoxeHve ¢ $Gopmoit BbIMycKa
6yTbiNKa/6yTbiNb TOrO e 06bema?

In products specification for lots 1-5, there is a
pharmaceutical presentation form indicated as
a vial, but with large volumes of 20-100 ml. Can
we submit Bid proposal with a pharmaceutical

MPOOH o¢opmmna TMYT B COOTBETCTBUM  C
TexHnyecknm 3agaHnem MO3 YKpauHbl, B KOTOPOM
yeTKo cneunduumpoBaHa ¢opma BbIMycKa Kak
«GNaAKOH».

MPOOH 6yaer paccmaTpuBaTb  MPEASIONKEHMUA
YYacTHUKOB ¢ GOpMOI BbiNycKa «ByTblAKa/6yTbiab»
Tpebyemoro B cneymdrKaummn o6vema, e 3TO YETKO
yKaszaHo B PeructpaupoHHom CBuaetensctse w
Ha3HayeHMe nNO MPUMEHEHUID YKa3aHO He [anA
nepopanbHOro BBeAEHUA.

UNDP issued ITB as per Terms of Requirement of
Ministry of Health of Ukraine and there is a “vial” form
indicated.

UNDP will accept the proposal with bottle of the

[OKa3aTenbCTBa NPUMEHEHMA npenapata B
neamnaTpUYEcKom NpakTuKe?

What is considered as evidence of medicine’s
pediatric usage?

presentation form “bottle” of the same | required volume if such pharmaceutical presentation

volume? is formalised in Registration Certificate and in case it is
prescribed not for oral route of administration

2. | YTo MoOKeT ObiTb PaccCMOTPEHO B KayecTse | JIEKAapCTBO AO/KHO MMeTb GOPMAsbHOE U ABHOE

NoKasaHwe ANA NpUMeHeHuAa cpean neamnaTpudecKmnx
NnayMeHTOB. [oKasaTenbcTBa NnoKasaHui K
NPMMEHEHUID Cpean NeanaTPUYECcKMX MNaLMEHTOB
npenocTaBaseTca Y4yacTHMKOM TeHaepa. B cayuae,
€CNun y NPOAYKTa HET NOoKa3aHMM K MCNONb30BaAHMUIO Y
AeTel U/MAN NHCTPYKLUMA NO NPUMEHEHMNIO COAEPHKUT
MONOXEHUA, KOTOPbIE YKa3blBAOT Ha OrpaHMYeHHbIN
onbIT UcNonb3oBaHuA cpeau aeten, MPOOH nposeaet
OONONHUTENbHYIO NpoBepKyY KNIMHMYECKOM
addeKkTMBHOCTM KM 6He30nNacHOCTU MCMO/Ib30BaHUSA



mailto:tenders.ua@undp.org
mailto:tenders.ua@undp.org

NPoAyKTa Ansa  NeguaTpPUYeckmx MNauueHToB B
HaLMOHANbHOM N MeXayHapoaHoi npakTuke. MPOOH
ocTaBAaseT 3a cob60i NpaBo 3aTpeboBaTb KOMMIO OTYETA
06 obuecTBeHHOM oLeHKe 1/UAn Konuo moHorpadum
B8 HaumoHanbHom Popmynsape B CTpaHe permcrpaumm
MeauMKameHTa  WU/wauM  apyrve  [0KasaTenbCTBa
MCNONb30BAaHUA  NIEKAPCTBEHHOIMO  CpeacTsa  AnA
JleyeHuna geten.

The medicine must have formal and explicit indication
for the use in pediatric patients. Evidence of indication
for the use in child patients shall be provided by the
Bidder. In case product does not have prescription for
the use in child patients and/or instruction for the use
include remedial measures that there is limited
experience of use in children, UNDP will conduct
additional verification of clinical effectiveness and
safety of usage for pediatric patients in national and
international practice. UNDP reserves the right to
require a copy of a Public Assessment Report and/or a
copy of the monograph in a National Formulary in the
country of registration and/or other evidences of the
use of medicine/s in the treatment of pediatric
patients

Kakoil eulie OOKYMEHT MOXKET NoATBEPAUTb
yTBEpXKAEHME  CTPOrMM  HaUMOHaNbHbIM
PerynaTopHbIM OPraHoOM MO JIEKAPCTBEHHbIM
npenapatam (SRA), kpome CepTudukaTta
dapmaL,eBTUYECKOTO NPOAYKTa?

What else can confirm approval/registeration
by a Stringent National Medicines Regulatory
Authority (SRA) except of CoPP?

310 AO0MKEeH 6biTb JOKYMEHT, BbINYLLEHHbIN CTPOTUM
HaUMOHANIbHBbIM  PEryaaToOpHbIM ~ OpraHom  no
JIeKapCcTBEHHbIM npenapatam (SRA) nnm
noaTBepKaeHue Ha odnumnanbHoOm cauTe
cooTBeTCTBYlOLWero opraHa SRA.

It must be a document issued by Stringent National
Medicines Regulatory Authority or evidence from the
official web-site of respective SRA authority.

Kak nopaBaTtb 3aABKy, €C/M Haw NPOAYKT He
yTBepKaeH opraHamu SRA?

How can we submit a bid if the product is not
SRA-approved?

Cnepyvite TpebosaHnam BAPUAHTA 2 [B+C] nyHKTa
CTAHOAPTbI MPOAYKTA Pasgena 3 NMYT.

Please use OPTION 2 [B+C] of the PRODUCT
STANDARDS requirements in Section 3 of the ITB.

MoKeM N1 Mbl NoAaTb 3aABKY C MPOAYKTOM,
KOTOPbIN MMeeT MmeHee 75% oT obLero cpoka
rogHoCcTM uAnM 6yaeT WMeTb Ha MOMEHT
NnocTaBkM meHee 15 mecAues Cpoka rogHOCTU?

Can we submit a bid with a product with shelf-
life, which is less than 75% of the total product
shelf life or will have less than 15 months’ shelf
life at the time of delivery?

TaKkue 3a8BKM BYAyT OTKAOHEHbI.

Such Bids will be disqualified.




Echn Ha pblHKe He npeacTaB/ieHbl aHaNoru
AaHHOTO MeAMKaMEHTa, MOXeM /1 Mbl NOAATb
3aABKY C MPOAYKTOM, KOTOPbIA MMeET MeHee
50% obLlero cpoka rogHoCTU, MpU 3TOM
OTCYTCTBYeT BO3MOXHOCTb MOCTaBKM TOBapa C
NyYLWmm CPOKOM rogHocCTH 7 aTo
noATBepKA4aeTca NPON3BoANTENEM?

If there are no analogues of the product on
market and we have the product only with 50%
of the total shelf life; there are no possibility to
supply better shelf-life and it is confirmed by
the manufacturer, can we submit a Bid?

MPOOH paccmoTpuUT NCKAKOUUTENbHbIE CUTYaLUUK, NpU
YyC/IOBUM MpefocTaBieHMA BCEX MNOATBEPXKAAIOLLMX
OOKYMEHTOB OT npowussoautena. [pu oTcyTCcTBMM
BO3MOXHOCTM MOCTaBKM TOBapa C Jy4YWMM CPOKOM
rogHoctn, NMPOOH 3anpocnt o peweHnn MO3 Ha
NCKAOUNTEIbHOMN OCHOBE.

UNDP will consider exceptional situations, please
provide all supporting documents from the
manufacturer. If there is no possibility of supplying
goods with better shelf life, UNDP will request MoH for
an exceptional decision.




