CHANGES to the TENDER DOSSIER No:1

Contract Title:

Supply of Vaccines and Syringes (Injectors)

Publication Reference: SIHHAT/2024/SUP/INT/07

Doc: Document

Art: Article
ITT: Instructions to Tenderers

TS: Annex Il + 1I: Technical Specifications + Technical Offer / c4f_annexiitechspeciiitechoffer_en

i Doc. Itef\nr/tlliot FORMER TEXT / DOCUMENT(S) SHALL READ AS NEW TEXT / DOCUMENT(S)
10. Submission | The technical and financial offers must be placed together in | The technical and financial offers must be placed in two sealed
01| ITT of Tenders/ | a sealed envelope. The envelope should then be placed in | envelopes, seperately. The envelopes should then be placed in
10.4. another single sealed envelope/package, unless their volume | another single sealed envelope/package, unless their volume
requires a separate submission for each lot. requires a separate submission for each lot.
02| TS Lot 1/4.6.2. The product package shall bear the statement "Property of the The product package shall bear the statement "T.C. Saghk
Turkish Ministry of Health, NOT FOR SALE." Bakanhg mahdir, SATILAMAZ." in Turkish.
Additionally, the following text shall be added to the beginning of Add!:['llonally, the following text shall be. agjd('e'd to the”begmnmg_of
cn o - . the “"Summary of Product Characteristics”" (SPC)” or Turkish
the ™ Summary of Product Characteristics” (SPC)” or Turkish rospectus or "Patient Information Leaflet" (PIL) in bold and
prospectus or "Patient Information Leaflet” (PIL) in bold and prosp N
coloured font to draw attention. "In vaccine and serum szuredv£ont t;eizlv attigg};lma larinda, ~ GENISLETILMIS
03| TS Lot 1/4.6.3. | applications, the EXPANDED IMMUNIZATION PROGRAM BAGISIKLAMA PROCRAMI GENELGESI  dilkate
CIRCULAR shall be taken into consideration. For any -
. . . alinmalidir. Bu konuda karsilasilacak her tiirlii soru ve
guestions or problems encountered in this regard, contact o . y .
. - . problemlerle ilgili olarak T.C. Saghk Bakanhg: Halk Saghg
Vaccine-Preventable Diseases and Department of the Public LA . s .
. . . Genel Midiirliigii Ast  ile Onlenebilir Hastaliklar ve
Health Directorate of the Ministry of Health or the Provincial . Lo, . ; y P . .
. “ Bagsiklama Dairesi Baskanhig veya 1l Saghk Miidiirliikleri ile
Health Directorates. . P :
temasa gecilmelidir."" in Turkish.
04| TS Lot 2/4.6.2. The product package shall bear the statement "Property of the The product package shall bear the statement "T.C. Saghk

Turkish Ministry of Health, NOT FOR SALE."

Bakanhg mahdir, SATILAMAZ." in Turkish.
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g Doc. Ite'?nr/t.liot FORMER TEXT / DOCUMENT(S) SHALL READ AS NEW TEXT / DOCUMENT(S)
Additionally, the following text shall be added to the beginning of | 2 \dditionally, the following text shall be added to the beginning of
the “"Summary of Product Characteristics" (SPC)” or Turkish the Summarynof _Product Cha_racterlstlcs " (SPC) or Turkish
prospectus or "Patient Information Leaflet* (PIL) in bold and prospectus or “Patient Inf(_)rmatlon Leaflet” (PIL) in bold and
coloured font to draw attention. S;Ioured font t;) draw attentlor}: larind, GENISLETILMIS

05| TS Lot 2/4.6.3. | "Invaccine and serum applications, the EXPANDED M e erum = wysuiamaotarindd, ; .
IMMUNIZATION PROGRAM CIRCULAR shall be taken into | SAGISIRLAMA = PROGRAMI =~ GENELGEST = dikate
consideration. For any questions or problems encountered in “ m:lm ll "} 'lu'l' ol"" Z T‘g§lsa§flalfa3 k erl ,";I" lkS(fs}:u“l "¢
this regard, contact the Tuberculosis Department of the Public Igo ;m ;;..ed.'. gl’..'v g ar: ’.l’ aog; ;.l.an Ié’;} al Al agtist
Health Directorate of the Ministry of Health or the Provincial ene udurtugu - As e nieneor .‘?Stfl phoar ve
Health Directorates. " Bagisiklama Da_tr_esz l_iagkanl_tgl veya Il Saghk Miidiirliikleri ile

temasa gecilmelidir." in Turkish.
Vaccine production, quality control parameters, methods, and Vaccine production, quality control parameters, methods, and
6! TS Lot3/ 1.1 specifi_cations comply with World Health Organization (WHO) _ specifi_cations comply with World Health Organization (WHO) _
o Technical Report Series N0:980 annex 2, European Pharmacopoeia | Technical Report Series N0:980 annex 2, European Pharmacopoeia
10.0 and Monograph 10.0 01/2020 and 01/2020:20920. 10.0 and Monograph 10.0 01/2020:0215 and 01/2020:20920.

07| TS Lot 3/4.6.2. The product package shall bear the statement "Property of the The product package shall bear the statement "T.C. Saghk

Turkish Ministry of Health, NOT FOR SALE." Bakanh@ mahdir, SATILAMAZ." in Turkish.
Additionally, the following text shall be added to the beginning of Addi:['i'onally, the following text shall bg agjde'z'd 0 the”beginning.of
the “"Summary of Product Characteristics" (SPC)” or Turkish the Summar}lfl Of. Product Chz}racterlstlcs" (SPC) ot Turkish
prospectus or "Patient Information Leaflet" (PIL) in bold and prospectus or "Patient Infprmatlon Leaflet" (PIL) in bold and
coloured font to draw attention: "In vaccine and serum Sjloured font t;,) draw attentlor;. larind GENISLETILMi.

08 | TS Lot3/4.63. | applications, the EXPANDED IMMUNIZATION PROGRAM | A%ISIVEL AM;’”’” PR‘gg;‘{j% arm G‘Z,NEL GES;? dikka;:
CIRCULAR shall be taken into consideration. For any p Ldir. Bu konuda karsiasdacak her tirlii
guestions or problems encountered in this regard, contact GIDIGIEL. SR TOTHAE Tary astaca er furh soru ve
Vaccine-Preventable Diseases and Department of the Public p Mblemlerl..e .’.lgl..hv .f)lamk TC Saghi Ba.k ’ nligr Halk Saghg:
Health Directorate of the Ministry of Health or the Provincial Ge'fel M"d"rlf'g". Ast llev onle-nebllfr H?Stfdl{dar e
Health Directorates. " Bagsiklama Dairesi l_i'agkanl_lgl veya Il Saghk Miidiirliikleri ile

temasa gecilmelidir."' in Turkish,
The product shall comply with the specifications and The product shall comply with the specifications and requirements

09 | TS Lot4/11 requirements set out in World Health Organization (WHO) set out in World Health Organization (WHO) Technical Report

Technical Report Series No. 848 Annex | and monograph 10.0
01/2020:0648 of the European Pharmacopoeia.

Series No. 848 Annex | and monograph 11.0 01/2019:0648 of the
European Pharmacopoeia.
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Art./

Doc. ltem/ Lot FORMER TEXT / DOCUMENT(S) SHALL READ AS NEW TEXT / DOCUMENT(S)
10| Ts Lot4/15 Each dose of the vaccine shall contain at least 1350 PFU antigen | Each dose of the vaccine shall contain at least 1350 PFU antigen
- or 2.13 log PFU of live Varicella-Herpes Zoster virus. or 3,13 log PFU of live Varicella-Herpes Zoster virus.
11| TS Lot 4/4.6.2. The product package shall bear the statement "Property of the The product package shall bear the statement "T.C. Saghk
Turkish Ministry of Health, NOT FOR SALE." Bakanhg mahdir, SATILAMAZ." in Turkish.
PO . - Additionally, the following text shall be added at the beginning of
Additionally, _the foIIowmg text shall be _added at the beginning of the SIP, Turkish package insert, or PUI in bold and coloured font
the SIP, Turkish package insert, or PUI in bold and coloured font q N
to draw attention: :[,?4 raw attentlgn. lamalarind GENISLETILMIS
"In vaccine and serum applications, the EXPANDED »ove erumt wysuiamatarinaa, : .
12| 7S | Lotd/483. | \MUNIZATION PROGRAM CIRCULAR shall be taken into BAGISIRLAMA = PROGRAMI =~ GENELGEST - dikkate
consideration. For any questions or problems encountered in P $ast y o
. . - problemlerle ilgili olarak T.C. Saghk Bakanligi Halk Saghgi
this regard, contact the Tuberculosis Department of the Public o s e s . k3 -
. - . Genel Midiirliigii Ast  ile Onlenebilir Hastaliklar ve
Health Directorate of the Ministry of Health or the Provincial y .o, o o~ e rel L
. o Bagisiklama Dairesi Baskanhgt veya Il Saghk Miidiirliikleri ile
Health Directorates. . s .
temasa gegilmelidir." in Turkish.
The vaccine shall comply with the characteristics and conditions | The vaccine shall comply with the characteristics and conditions
specified in World Health Organization Technical Report Series | specified in World Health Organization Technical Report Series
13| TS Lot 4/5.6. 980 Annex 4, Annex 5, Annex 6, and European Pharmacopoeia | No. 848 Annex | and monograph 11.0 01/2019:0648 of the
11.0 01/2020:20920 monograph in terms of physical appearance European Pharmacopoeia in terms of physical appearance and
and laboratory analyses. laboratory analyses.
The product shall comply with vaccine production, quality The product shall comply with vaccine production, quality control
control parameters, methods, and specifications in World Health parameters, methods, and specifications in World Health
14 | TS Lot5/1.1. Organization (WHO) Technical Report Series (TRS) N0:978 Organization (WHO) Technical Report Series (TRS) No:978
Annex 4 and European Pharmacopoeia 11.0 01/2019:1056 and Annex 4 and European Pharmacopoeia 11.0 01/2019:1056 and
01/2020:2920 Monograph. 01/2020:20920 Monograph.
15 | TS Lot5/4.6.2. The product package shall bear the statement "Property of the The product package shall bear the statement "T.C. Saghk
Turkish Ministry of Health, NOT FOR SALE." Bakanhg mahdir, SATILAMAZ." in Turkish.
Additionally, the following text shall be added to the beginning of | Additionally, the following text shall be added at the beginning of
16 | TS Lot5/4.6.3. | the “"Summary of Product Characteristics" (SPC)” or Turkish | the SIP, Turkish package insert, or PUI in bold and coloured font

prospectus or "Patient Information Leaflet* (PIL) in bold and
coloured font to draw attention:

to draw attention:

"Asi  ve Serum  uygulamalarinda, GENISLETILMIS
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Art./

Doc. ltem/ Lot FORMER TEXT / DOCUMENT(S) SHALL READ AS NEW TEXT / DOCUMENT(S)
"In vaccine and serum applications, the EXPANDED | BAGISIKLAMA  PROGRAMI  GENELGESI  dikkate
IMMUNIZATION PROGRAM CIRCULAR shall be taken into | alinmalidir. Bu konuda karsilasilacak her tiirlii soru ve
consideration. problemlerle ilgili olarak T.C. Saghk Bakanh$t Halk Saghg
Genel Miidiirliigii Ast ile Onlenebilir Hastaliklar ve
For any questions or problems encountered in this regard, Bagisiklama Dairesi Baskanhg veya Il Saghk Miidiirliikleri ile
contact Vaccine-Preventable Diseases and Department of the temasa gecilmelidir."" in Turkish.
Public Health Directorate of the Ministry of Health or the
Provincial Health Directorates."'
The vaccine shall comply with the characteristics and conditions | The vaccine shall comply with the characteristics and conditions
specified in World Health Organization (WHOQO) Technical specified in World Health Organization (WHO) Technical
17 | TS Lot 5/5.6. Report Series 980 Annex 4 and European Pharmacopoeia 11.0 | Report Series 978 Annex 4 and European Pharmacopoeia 11.0
01/2019:1056 and 01 /2020:2920 monograph in terms of physical | 01/2019:1056 and 01 /2020:20920 monograph in terms of physical
appearance and laboratory analyses. appearance and laboratory analyses.
18 | TS Lot 6/4.6.2. The product package shall bear the statement "Property of the The product package shall bear the statement "T.C. Saghk
Turkish Ministry of Health, NOT FOR SALE." Bakanh@ mahdir, SATILAMAZ." in Turkish.
Add‘I‘t'I'OHa”y, the Tollowing text shall be. agd?d o the”begmnmg.of Additionally, the following text shall be added to the beginning of
the “"Summary of Product Characteristics" (SPC)” or Turkish he “S £ Product Characteristics” (SPC)” Turkish
prospectus or "Patient Information Leaflet" (PIL) in bold and the ummary o1 trocue aracteristies (SPC) Of S UTKIS
coloured font to draw attention: prospectus or "Patient Inf(_)rmatlon Leaflet" (PIL) in bold and
o : ) L coloured font to draw attention:
In vaccine and serum applications, the EXPANDED | . Ast  ve Serum  uygulamalarinda, ~GENISLETILMIS
19| TS Lot 6/ 4.6.3. PROG_RAM OI\_I IMMUNIZATION (EPI) CIRCULAR shall be BACGISIKLAMA PROGRAMI GENELGESI dikkate
taken into consideration. g
alinmalidir. Bu konuda karsilasilacak her tiirlii soru ve
For any questions or problems encountered in this regard, gOblfml;;{? d.’,l%’.,hv .f’la';;’k T? S ‘:.)317‘ B;.’;.‘mhﬁ Hal”;dS aghgt
contact Vaccine-Preventable Diseases and Department of the Be’fe K “ g wen B 5,2 e tm eI-"e v X M,‘.’Stf’ o° kar e
Public Health Directorate of the Ministry of Health or the agist lam.a arrest bas ‘ml.'g’ veya Il Saglk Midiirliikleri ile
Provincial Health Directorates." temasa gecilmelidir.™ In Turkish.
20 | TS Lot 7/4.6.2. The product package shall bear the statement "*Property of the The product package shall bear the statement "T.C. Saghk
Turkish Ministry of Health, NOT FOR SALE." Bakanhg mahdir, SATILAMAZ." in Turkish.
21 | TS Lot 7/4.6.3. | Additionally, the following text shall be added to the beginning of | Additionally, the following text shall be added to the beginning of

the “"Summary of Product Characteristics" (SPC)” or Turkish

the “"Summary of Product Characteristics" (SPC)” or Turkish
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Art./

Doc. ltem/ Lot FORMER TEXT / DOCUMENT(S) SHALL READ AS NEW TEXT / DOCUMENT(S)
prospectus or "Patient Information Leaflet" (PIL) in bold and | prospectus or "Patient Information Leaflet" (PIL) in bold and
coloured font to draw attention: coloured font to draw attention:

"In vaccine and serum applications, the EXPANDED |"dAst ve Serum  uygulamalarinda, ~GENISLETILMIS
PROGRAM ON IMMUNIZATION (EPI) CIRCULAR shall be | BAGISIKLAMA PROGRAMI  GENELGESI  dikkate
taken into consideration. alinmalhidir. Bu konuda karsilasilacak her tiirlii soru ve
problemlerle ilgili olarak T.C. Saghk Bakanligi Halk Saghgt
For any questions or problems encountered in this regard, Genel Miidiirliigii Ast ile Onlenebilir  Hastaliklar ve
contact Vaccine-Preventable Diseases and Department of the Bagisiklama Dairesi Baskanhg veya Il Saghk Miidiirliikleri ile
Public Health Directorate of the Ministry of Health or the temasa gecilmelidir."" in Turkish.
Provincial Health Directorates."
The product shall comply with the conditions and characteristics | The product shall comply with the conditions and characteristics
specified in DST/WHO TRS 980 Annex 4, Annex 5, Annex 6 specified in DST/WHO TRS 980 Annex 4, Annex 5, Annex 6
22 | TS Lot 8/1.1. WHO/IVB/11.11, IWHO/VSQ/97.04, and 11.0 07/2022:2764 WHO/IVB/11.11, /WHO/VSQ/97.04, and 11.0 07/2022:0647
monograph of European Pharmacopoeia in terms of physical monograph of European Pharmacopoeia in terms of physical
appearance and laboratory analyses. appearance and laboratory analyses.
The Contractor, manufacturer or any other country where this
product is used shall notify the Ministry within 24 hours if the use
of the product is suspended for any reason or if they receive any
information in this regard (product name, serial number, reason
for discontinuation, etc.) and acknowledges that the
administration has the right to unilaterally terminate the contract
if such information is not provided within 24 hours. In the event Stability studies and results proving the actual shelf life of the
of discontinuation of the product, the Contractor shall be required | product in question shall be submitted. If the product is filled or
23 | TS Lot 8/4.3. to bring a manufacturer-approved commitment letter to the manufactured in our country and stability studies are still ongoing,
Ministry within 90 (ninety) calendar days from the date the the TITCK-approved study results shall be submitted to the
replacement request is notified to the Contractor. Additionally, Department as they are completed.
the Contractor shall undertake to collect the products to be
returned from the Ministry Central Warehouse within 30 (thirty)
calendar days starting from the date the request for product
replacement is notified, following the collection of unused
products by the Ministry to the Central Warehouse, without the
requirement of manufacturer approval.
24 | TS Lot 8/4.6.2. The product package shall bear the statement **Property of the The product package shall bear the statement "T.C. Saghk

Turkish Ministry of Health, NOT FOR SALE."

Bakanh@ mahdir, SATILAMAZ." in Turkish.
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g Doc. Ite'?nr/t.liot FORMER TEXT / DOCUMENT(S) SHALL READ AS NEW TEXT / DOCUMENT(S)
ﬁ‘lgdfz!ggi:%’age ::?I?Xél%:eé;i:gggs?g?d g’;g,? i%'n{]&?gigg Additionally, the following text shall be added to the beginning of
A . N . the “"Summary of Product Characteristics" (SPC)” or Turkish
E(r)(ljggfgéui?or?trtoZ?;I\;evn;ttlenr:ct?gma“on Leaflet” (PIL) in bold and prospectus or "Patient Information Leaflet" (PIL) in bold and
"In vaccine and serum applications, the EXPANDED S;ﬁuredv£ont E;)eizi;/lv attir;;;;lmalarm da GENISLETILMIS
25| TS Lot 8/4.6.3. ;I?(g)n(ilzgl\(/:logsl\ildél:g![\i/loLrJlNIZATION (EPI) CIRCULAR shall be BAGISIKLAMA PROCRAMI GENELGESI  dikkate
' alinmalidir. Bu konuda karsilasilacak her tiirlii soru ve
For any questions or problems encountered in this regard, p Mblemlerl..e .l:lgl:.liv ..ommk TC Saglk Ba.k 4 nhgr Halk Saghg
contact Vaccine-Preventable Diseases and Department of the Ge’fel M"d”rlf’g". Ast ’lf Onle-"eb’lfr Hfs{f’ll{flar e
Public Health Directorate of the Ministry of Health or the Bagasiklama Dairesi Bagkanlifs veya I Saglik Midirlikleri ile
Provincial Health Directorates."' temasa gecilmelidir.” in Turkish.
. . - The product shall comply with the conditions and characteristics
The product shall comply with the conditions and characteristics L. L
speciF:‘ied in World He§|t¥] Organisation WHO TRS 980 Annex 4 specified in World Health Organisation WHO TRS 980 Annex 4,
26 | TS Lot 9/1.1. Annex 5, Annex 6 and European Pharmacopoeia 11.0 22?]?)(( SZAr;rr:((ejx (Is—fu\ﬁ\éogﬁ Hsz;&%aocgg%r;'izat'ff (;N 37(/)23-2282%2
07/2022:2764 monograph in terms of physical appearance and hoi P £ ohvsical P ' d lab :
laboratory analyses monograph in terms of physical appearance and laboratory
' analyses.
27 | TS Lot 9/4.6.2. The product package shall bear the statement "*Property of the The product package shall bear the statement "T.C. Saghk
Turkish Ministry of Health, NOT FOR SALE." Bakanh@ mahidir, SATILAMAZ." in Turkish.
Qldd!‘t'!gnally, the f(;llf?wling ;[eéthshalltbg ?qd?,d té)Ptge”bengmnE.o; Additionally, the following text shall be added to the beginning of
s o et orton L eater (P10 i ol | e Sumnry oF Produt Carcerivi” (PO o Tk
Eoloﬁre d font to draw attention: prospectus or "Patient Information Leaflet” (PIL) in bold and
"In vaccine and serum applications, the EXPANDED Sjl;uredVZOnt ?;3;’1\/ atteur;[;c;r;;malarm da GENISLETILMIS
28 | TS Lot 9/ 4.6.3. ;IEeOnGiI:gl\(/:lo(r?sl’\ild;x![\i/lol:NIZATION (EPI) CIRCULAR shall be BAGISIKLAMA PROGRAMI GENELGESI dikkate
' alinmalidir. Bu konuda karsilasilacak her tiirlii soru ve

For any questions or problems encountered in this regard,
contact Vaccine-Preventable Diseases and Department of the
Public Health Directorate of the Ministry of Health or the
Provincial Health Directorates."

problemlerle ilgili olarak T.C. Saghk Bakanhg Halk Saghg
Genel Midiirliigii Ast  ile Onlenebilir Hastaliklar ve
Bagisiklama Dairesi Baskanlig veya Il Saghk Miidiirliikleri ile
temasa gecilmelidir."" in Turkish.
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Art./

Doc. ltem/ Lot FORMER TEXT / DOCUMENT(S) SHALL READ AS NEW TEXT / DOCUMENT(S)
29 | TS Lot 10/ 4.6.2. | The product package shall bear the statement **Property of the The product package shall bear the statement "T.C. Saghk
Turkish Ministry of Health, NOT FOR SALE." Bakanhg mahdir, SATILAMAZ." in Turkish.
Add‘l‘tvl'onally, the following text shall b? a.dd?'d o the”beglnnlng.of Additionally, the following text shall be added to the beginning of
the “"Summary of Product Characteristics" (SPC)” or Turkish cn S ' )
prospectus or "Patient Information Leaflet" (PIL) in bold and the *"Summary Of. Product Ch%raCterIStlcs (SPC) o Turkish
coloured font to draw attention: prospectus or "Patient Information Leaflet" (PIL) in bold and
" : T coloured font to draw attention:
In vaccine and serum applications, the EXPANDED "Ast  ve Serum uygulamalarinda, ~GENISLETILMIS
30| TS Lot 10/ 4.6.3. PROG_RAM Ol\_l IMMUNIZATION (EPI) CIRCULAR shall be BAGISIKLAMA PROCRAMI GENELGESI  dikkate
taken into consideration. e
alinmalhidir. Bu konuda karsilasilacak her tiirlii soru ve
For any questions or problems encountered in this regard, Ig Oblfml;;l..e d.'.lg}l..h, ..OIa'::k Tf S‘;i}gl;k Blf .’;.a "hil, Hal”;{lsaghgl
contact Vaccine-Preventable Diseases and Department of the Be'fe » “ g usu B 5,2 ;ev " ?’;;’,’lr k M.‘f;{f’ Il k‘;r . .‘;e
Public Health Directorate of the Ministry of Health or the agist am.‘; ‘;.";f”s’.. .a§r ‘”i’(_’é;]’ veya [t sagive Mudurtultert tle
Provincial Health Directorates." temasa gegtimeliair. N TUTKISN.
The vaccine shall comply with the characteristics and conditions | The vaccine shall comply with the characteristics and conditions
specified in World Health Organization (WHO) Technical Report | specified in World Health Organization (WHO) Technical Report
Series 979 Annex IV, Technical Report Series 980 Annex IV, Series 979 Annex IV, Technical Report Series 980 Annex IV, V
31| TS Lot 10/ 5.6. | Technical Report Series 993 Annex Il1, Technical Report Series Technical Report Series 993 Annex Ill, Technical Report Series
1024 Annex Il and European Pharmacopoeia 11.0 07/2022: 1934 | 1024 Annex Il and European Pharmacopoeia 11.0 07/2022: 1934
and 01/2020:2.9.20 monographs in terms of physical appearance and 01/2020:2.9.20 monographs in terms of physical appearance
and laboratory analyses. and laboratory analyses.
32| TS Lot 11/4.5.2. | The product package shall bear the statement **Property of the The product package shall bear the statement "T.C. Saghk
Turkish Ministry of Health, NOT FOR SALE." Bakanh@ mahdir, SATILAMAZ." in Turkish.
Additionally, the following text shall be added to the beginning of | Additionally, the following text shall be added to the beginning of
the “"Summary of Product Characteristics" (SPC)” or Turkish | the “"Summary of Product Characteristics" (SPC)” or Turkish
prospectus or "Patient Information Leaflet" (PIL) in bold and | prospectus or "Patient Information Leaflet" (PIL) in bold and
33| TS Lot 11/4.5.3. | coloured font to draw attention: coloured font to draw attention:

" When administering tetanus immunoglobulin, the regulations
concerning tetanus prophylaxis prepared by the Turkish
Ministry of Health and currently in force should be taken into
consideration.

"Tetanos immiinglobulinin uygulanmasinda, T.C. Saglhk
Bakanhg tarafindan hazirlanan ve halen yiiriirliikte bulunan
tetanos profilaksisine yonelik diizenlemeler dikkate alinmalidyr.
Bu konuda karsilagilacak her tiirlii soru ve problemlerle ilgili
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Doc.

Art./
Item/ Lot

FORMER TEXT / DOCUMENT(S)

SHALL READ AS NEW TEXT / DOCUMENT(S)

For any questions or problems encountered in this regard,
contact Vaccine-Preventable Diseases and Department of the
Public Health Directorate of the Ministry of Health or the
Provincial Health Directorates."

olarak T.C. Saghk Bakanligi Halk Saglig1 Genel Miidiirliigii Ast
ile Onlenebilir Hastaliklar ve Bagisiklama Dairesi Baskanlig
veya Il Saghk Miidiirliikleri ile temasa gegilmelidir."" in Turkish.

34

TS

Lot 12/ 4.6.2.

The product package shall bear the statement "*Property of the
Turkish Ministry of Health, NOT FOR SALE."

The product package shall bear the statement "T.C. Saghk
Bakanhg mahdir, SATILAMAZ." in Turkish.

35

TS

Lot 12/ 4.6.3.

Additionally, the following text shall be added to the beginning of
the “"Summary of Product Characteristics" (SPC)” or Turkish
prospectus or “"Patient Information Leaflet" (PIL) in bold and
coloured font to draw attention:

“The regulations concerning rabies prophylaxis prepared by the
Turkish Ministry of Health and currently in force shall be
considered when administering the rabies vaccine and
immunoglobulin

For any questions or problems encountered in this regard,
contact Department of Zoonotic and Vectoral Diseases of the
Public Health Directorate of the Ministry of Health or the
Provincial Health Directorates."

Additionally, the following text shall be added to the beginning of
the “"Summary of Product Characteristics" (SPC)” or Turkish
prospectus or "Patient Information Leaflet" (PIL) in bold and
coloured font to draw attention:

"Kuduz asistmin ve immiinglobulinin uygulanmasinda, T.C.
Saghk Bakanhg tarafindan hazirlanan ve halen yiiriirliikte
bulunan ilgili Genelge ve ekinde yer alan rehbere yonelik
diizenlemeler dikkate alinmalidir. Bu konuda karsilasilacak her
tiirlit soru ve problemlerle ilgili olarak T.C. Saghk Bakanlig
Halk Saghg Genel Miidiirliigii Zootonik ve Vektorel Hastaliklar
Dairesi veya Il Saghk Miidiirliikleri ile temasa gecilmelidir." in
Turkish.

36

TS

Lot 13/4.6.2.

The product package shall bear the statement ""Property of the
Turkish Ministry of Health, NOT FOR SALE."

The product package shall bear the statement "T.C. Saghk
Bakanh@ mahdir, SATILAMAZ." in Turkish.

37

TS

Lot 13/4.6.3.

Additionally, the following text shall be added to the beginning of
the “"Summary of Product Characteristics" (SPC)” or Turkish
prospectus or “"Patient Information Leaflet* (PIL) in bold and
coloured font to draw attention:

"In vaccine and serum applications, the EXPANDED
IMMUNIZATION PROGRAM CIRCULAR shall be taken into
consideration.

For any questions or problems encountered in this regard,

Additionally, the following text shall be added to the beginning of
the “"Summary of Product Characteristics” (SPC)” or Turkish
prospectus or "Patient Information Leaflet* (PIL) in bold and
coloured font to draw attention:

"Kuduz asisimin ve immiinglobulinin uygulanmasinda, T.C.
Saghk Bakanhg tarafindan hazirlanan ve halen yiiriirliikte
bulunan ilgili Genelge ve ekinde yer alan rehbere yionelik
diizenlemeler dikkate alinmaldir. Bu konuda karsiasilacak her
tiirlit soru ve problemlerle ilgili olarak T.C. Saghk Bakanhg
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Doc.

Art./
Item/ Lot

FORMER TEXT / DOCUMENT(S)

SHALL READ AS NEW TEXT / DOCUMENT(S)

contact and Department of Zoonotic and Vectoral Diseases and
the Public Health Directorate of the Ministry of Health or the
Provincial Health Directorates."'

Halk Saghg Genel Miidiirliigii Zootonik ve Vektorel Hastaliklar

Dairesi veya Il Saghk Miidiirliikleri ile temasa gecilmelidir." in
Turkish.

38| TS

Lot 14/4.7.2.

".I"he product package shall bear the statement "Property of the
Turkish Ministry of Health, NOT FOR SALE."

The product package shall bear the statement "T.C. Saghk
Bakanhg mahdir, SATILAMAZ." in Turkish.

39| TS

Lot 14/4.7.3.

Additionally, the following text shall be added to the beginning of
the “"Summary of Product Characteristics" (SPC)” or Turkish
prospectus or "Patient Information Leaflet" (PIL) in bold and
coloured font to draw attention.

"In vaccine and serum applications, the EXPANDED
IMMUNIZATION PROGRAM CIRCULAR shall be taken into
consideration.

For any questions or problems encountered in this regard,
contact Vaccine-Preventable Diseases and Department of the
Public Health Directorate of the Ministry of Health or the
Provincial Health Directorates."

Additionally, the following text shall be added to the beginning of
the “"Summary of Product Characteristics" (SPC)” or Turkish
prospectus or "Patient Information Leaflet" (PIL) in bold and
coloured font to draw attention:

"Asi  ve Serum  uygulamalarinda, = GENISLETILMIS
BAGISIKLAMA PROGRAMI GENELGESI dikkate
alinmalhidir. Bu konuda karsilasilacak her tiirlii soru ve
problemlerle ilgili olarak T.C. Saglhik Bakanlhig: Halk Saglhig
Genel Miidiirliigii Ast ile Onlenebilir Hastaliklar ve
Bagisiklama Dairesi Baskanlig veya Il Saghk Miidiirliikleri ile
temasa gecilmelidir."" in Turkish.

In addition, Appendix II: Manufacturer’s or Distributor’s Authorization document was submitted to the Tender Dossier.

All other terms and conditions of the contract notice and tender dossier remain unchanged. The above alterations and /or corrections are integral part of the

tender dossier.
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