INDIAN COUNCIL OF MEDICAL RESEARCH, NEW DELHI

Yo frgaur Iarel & udheor & g emde yua

Application Form for Testing of Vector Control Products

1. 3ITACP B! AHBRI/APPLICANT INFORMATION

1.1. Su=/fAafar ﬁTﬂ'UT/Company/manufacturer details

SO (FEfdl/3mded &1 M)
Company (name of
manufacturer/ applicant)

HU BT IRAdD Udl

Company physical address

TTcH T UdT:
Street address:

RI8R/H/City/town:

State/Union territory

o9 BIS:/PIN code:

‘ </ Country:

YA BT 81 UdT (@i {8l /

Company mailing address (if
different)

TTcil &1 UdT:
Street address:

RIGY/H T /City/town:

State/Union territory

o ®IS:/PIN code:

‘ ésr:/ Country:

1.2. SU-I & T Siftrgra |udh/Authorized contacts for the company

3ifiipd Tudh I afe & Fre Hufal gRT 59 Bid & UgaM Y Ja1fdd I J Jeifdd amel W e
FA P forg smSfienemR-SARAt & Wy Srahid B & e siftigrd fasan mar 31 e T afdd Ut
F HHARY T TR er & UfafAf 81 Tehd 1 Sifpd Tush! &1 fJarur Ho-l & dekes W TS &
T yaM foran ST 1feT Ut U wndfies Suds fog iy foear S =nfeu @uan srerwes -1 # faarur vem

)|

Authorized contacts are those individuals who are authorized by the companies to interact with
ICMR- EVCP to discuss matters relating to the proposed product identified in this form. Individuals
identified may be employees of the company or third party representatives. The details of the
authorized contacts to be provided as an Annexure on company letterhead and a primary point of
contact should be designated (Kindly provide details in Annexure-1).

T8 3T WU WHO PQT/VCP & 3%ierd ©

This application form is adapted from WHO PQT/VCP




2. IAIG UgaH AR (RmEes)
PRODUCT IDENTIFICATION SUMMARY (PIS)
2.1. IATG ABRY DT AR
Summary of product information
Jdlg dT AM™H/Product name
3] IdIg & ATH/Other product names
qfhyg gcd (dedh)/Active Ingredient(s)
Hichd U< DI Figdl
Concentration of Active Ingredient(s)
Jdlq hT UPR
Product type
MG BT 0T GHR SR SRE/ATT (%, T w/w TT wy,
ERIKIUND)
Formulation type and composition/contents of the
product (%, or w/w or w/v, as applicable)
&g ATTATED () BT fdarTr
Description of target vector(s)
IR IdIG & IUANT FRP A INATH (D) & TaY
H i fT o ared IR
Disease(s) intended to be controlled with respect to
target vector(s) using the candidate product
%§m$mﬁﬁww$ﬂﬂ€ﬁﬁ%m
r)
Is there existing WHO specification of this product?
fafmror =@
Manufacturing site(s)
I Uleidhld4 & aieR A0 & AR giwsd Idla
Hedih DT YBR (TROT 1, 1137 111)
Type of product evaluation intended (Phase I, Il or Ill) as
per the 3rd edition of Common protocol4
2.2. ITE fqavor (af Sma=a® g1 df 59 ST & e sifafvad gy &)
Product Description (append additional pages for this section if required)
2.2.1 IATE SUUNT Te 3R falkry Iaure o1d &1 faazur
Description of product use pattern and the specific product claim
1. 3dig ﬁ'ugat—rm ad 3R aﬂé Wt WefhardR® /Active ingredients and any synergists used in the product
2. 3qlg U Q?ﬂ!ﬁ&l‘lﬁ'@, anéanwm 3dlqg, o 3dlq, ?rmlg-s, a'q/Examples: LLIN, IRS product, Space Spray
product, Larvicide, trap
3. TwUsH 3R ssgugsh fafdan & faery ok IwahT wR Agsra & uRify § A Ay Ehevor ueRl & SnuR W /Based
on formulation types specified in Appendix E of the Manual on development and use of FAO and WHO specifications
for
4. PIeARI®. https://www.fao.org/3/i5713e/i5713e.pdf/pesticides. https://www.fao.org/3/i5713e/i5713e.pdf
5. ®IHA UicIPid T TRIRT GIHIUT g1 ¥ SUY 2:/3rd Edition of Common Protocol available from:
6. https://main.icmr.nic.in/sites/default/files/upload_documents/CP_Draft_Inviting_Comments_27 March_2023.pdf



https://main.icmr.nic.in/sites/default/files/upload_documents/CP_Draft_Inviting_Comments_27_March_2023.pdf

2.2.2. Ifhg g (3M) 3MR/a1 TefpareR® (3 a1 USRI B fharfafe o1 Tfeed TR

Brief summary of the mode of action of the active ingredient(s) and/or synergist(s) or device

2.2.2. Gofteor fRUFA: 3 3= o1 At F1¢ w8t It ada= ¥ faspt ok SuaiT & fre ushied €,
wefteme= 8 ofiv/ar wwfien & forg wegd fvar s @ (afe dofipa €1 @, @t T Ty
Registration Status: List the countries where the product is currently registered for sale and
use, under review and/or intended to be submitted for review (if not registered, state so)

2.3. AT - fe IufigarR IAIE FI CIB-Usigpd 3iR/a1 WHO Td-a17 IdTe & T & ©U |
g far = 3T §, A Fafrfaa ser v +3:
Equivalence - If the candidate product is being submitted as equivalent to CIB-registered
and/or a WHO prequalified product, provide the following information:

2.3.1 E_C{‘l-f Jdlg DT -H /Reference product’s name

2.3.2 Y Iare & FAfar & IR § gz

Details about manufacturer of reference Product

2.4. W& & fre wRga Suficar I #t FbfiT &1 yeR

Type of packaging of the candidate product submitted for testing

How is the product packaged (e.g,
glass/plastic/metal bottles; aluminium/paper
packaging; water soluble bags in a box etc.)?

IATE BT BT HY BT ol & (I’ F g,
S/ ReH/Ug B SId; TegHITH/STTS Bt
BT, fosy & urt & ga=hia Aferat snfey?

TS UHIORT SHTS BT o (ST, fr i) =T &:

What is the weight of a packaging unit (g/kg):

2.5. 3dI¢ i Bt 'Eﬁ'q'UlT/DecIaration of product labeling:
3T & Y IATE AGd by UHR UK fohdl STl § (IETEXRVT & (o, IATE ek a7 Yol R
T ST ©; SIERT HITS & ©0 § UG bl J1dm § ofe)?
How is the product label submitted along with the application (e.g. affixed to product containers
or packaging; provided as a separate paper etc)?

AT W THTs/swguDsh &1 AnieRi g8l A Sudst 8/The FAO/WHO guidance on labelling is available from:



2.6 aTfoIfou® '\‘I’H?iﬁ?f 3R g-: Fif$M:/Commercial agreements and re-branding:

Note: Rebranding refers to the process of relabeling a finished product or the distribution of a
product by a company which is identified on the label that is not the legal manufacturer.
Applications for ICMR evaluation of Vector Control Products (VCPs) are accepted only from the
legal manufacturer of the product.

Tre: AT I I forddt TR IdTe I IH: A9 HRA a1 fordt U= gRT ST o IR0l BT s
I §, e ugad d9d R &1 18 7 3R St s Fafar 98 ®1 daex e Sare @i &
TSHTHIR et & Y 3fTded Had IAG & BT (AT J & WipR fHT od |

T 370 3 IATG DI G: SiteT o o Jad a7 3MTYfd HRd 82

Do you sell or supply this product for re-branding?

g g1, T PUAT 9 BIH & A1 Th HIAUD UGH DY o DUl a1 HU-dl BT A T 39 3G
T 11 <RIt T 8 foraes sidvid gg faaia fear smar g1

If yes, please provide an attachment to this form indicating the company or companies and
name(s) of the product under which it is distributed.

3. & UYYUTT/GA-TT/SAFETY DECLARATION/INFORMATION
frafaRad IHEHRY Ua™ &<:/Provide the following information:

3.1 77 SHIEAR I H Ugad Tl 3aUdl IR TR BT SATHTH 3MMdcdh & UM IUasy & a1 TR P
HTh - BT JRIN {-IIO‘I.UIi'\'IQO W@ RENE %?
Is the hazard assessment on the active ingredients used in the candidate product available with
the applicant or is the hazard assessment summary publicly available?

3.2 3 geff @Rigron IaTe St AR YReT STeT Mie (THUHSITY) s -1l & U H]|
Material Safety Data Sheet (MSDS) of the candidate (test) product as Annexure-Il.

3.3 AR IS B! dep-ap! ARy fazeur v (el sieme-1Il & IR |
Technical specifications/ certificate of analysis (CoA) of the formulated product as Annexure-lIl.

3.4 g IS I HIcARD UeRIY TR0 & e favgs Aisd & MR gq dfhd Yaced & w0 J ugd
forar SIran ], A SIauds-1v & SIUR U fthy Yo IdTE & [IRAWUr o7 YHI0 U U & |
If the product is submitted as an active ingredient for determination of discriminating
concentration for insecticide resistance testing, provide a certificate of analysis of such active
ingredient product as Annexure-IV.

4, 3dlq B UHTIBTINT W@ET, Tlﬁ U™ ﬁ/Data on the efficacy of the product, if available
YUTGHTRGT TR&0r & TROT 1 (SRANTRITET TRIE0); TRUT || (SMIGHATIR TN 3R RS A6l & Urifiie
Zufeat & B TAM W &F Tterur a1 Tieron); 3R =ROT Il (39 TAM WRATH-TR W) & i) Mid
8 I&d &, S ICMR/NCDC/WHO CCs/GLP-SHIOIG TanTRiena & IFiicaRr Idie BT TRier faar i
g1 afe Suficar IdTe & THESTRGT BT G0 YR R/ faew & foeft JuH gr1 far man g, &
RO T RIS Y B (FaHd-V) | afe TR UeH1RId 81 9o &, af d€/Dol s 2nfia &1 |



Efficacy testing may include Phase 1 (laboratory testing); Phase Il (small-scale field testing or testing
in experimental huts of ITN and IRS products, as required); and Phase Ill (large-scale/village-scale)
field evaluation) of the candidate product at ICMR/NCDC /WHO CCs/GLP-certified laboratories. If
the efficacy of the candidate product has been tested by an institution in India and/or abroad,
attach a summary of the results (Annexure —V). If the results have been published, include web/DOI
links.

fmtan/3mde® GRT YI9UI/DECLARATION BY MANUFACTURER/APPLICANT

fomiar 1 - sxaneiRa aiftipd wfafafy fmfar 3 ok I Fafeiyd Sivomg wrar 8 U1 59 3ided 19 R
THIER FRd gU 8 TINd FHRall ¢ fobr I Uy FAufdT &l S1eg v &1 MR g |

The undersigned authorized representative of the manufacturer makes the following declarations
on behalf of the manufacturer and, in signing this application form, declares that he/she has the
authority to bind the manufacturer.

T GoT RaT § /1 declare that:

o T3 AT UF @) B Ay Iug 3 S9-yuEERal qWieT & WeHl & e 39
SEHTHASR 3fae vt (afan) & Ay Fafar &1 ufaffta s & fore siftigd g
| am authorized to represent the manufacturer specified in this ICMR application form (the
"manufacturer") for the purposes of bio-efficacy evaluation of the product specified in this
application form (the "product").

o Y 3Mae ¥ §f S Wt IFHRY g vd w8t Bl
All the information provided in this application is current and correct.

o 3MdeA ¥ & T TR A fhdt ft uRad & Ya srsiuHsR & fafad ¥ u § qRd < St
Any changes to the information provided in the application will be readily communicated to
ICMR in a written form.

. ?%%w&@ﬁwm%wawméﬁhwﬁmwwﬁﬁ%wﬁﬁéa%

[
The manufacturer holds data in support of all claims made on product labelling as presented to
ICMR.

o fyofar o8 Iuar § SR 3O WeHd § b, afg SMsefiudeiR ST &1 UUIGHIRGT Ueur HA &
fore Tgra grar g
The manufacturer understands and agrees that, in the event that ICMR agrees to undertake
efficacy testing of the product:

i SMSTHSR P gheur & aids WR ot = ghm, foR Ser & @R 3R sare 9l
ORum &t URaTg fh faAT quTassTRaT Heaids & iUl &1 TR QM §; aul
ICMR will have absolute unfettered control over the manner in which the testing is
carried out, including the maintenance and interpretation of data and publication of
the results of the efficacy assessment, regardless of the outcome; and

i AT IdTE TRE B AT BT YA HT |

that the manufacturer will pay the cost of product testing.




fmfar auerar 8 i Suficar SdTe & STEHITHSR usierr & aiRoms a1 gRomEt &1 IuanT fafdr o feh
3 U& gRT YOR I£1 o AU Tg! fhdl STE| Sl HT ST Id1G UsidhRul 3-89 & forg fowar
BELIE

The manufacturer understands that the outcome or results of the ICMR testing of the candidate
product will not be used by the manufacturer or any other party for promotional purposes. The data
can be used for product registration purpose.

frafar & forg siftrgpa dud aafeq &1 - m:

Name of authorized contact person for the manufacturer:

Prafar & g st s T & EAER:

Signature of authorized contact person for the manufacturer:

[T BT o]

[Company seal]

RT/Place:
faqi®/Date:



S[cTddH/Annexures

TATD-1: ST & g siftrpa dudh

(FUt AeXeS W IUAS HRIT AT 8)
Annexure-l: Authorized contacts for the company
(to be provided as an on company letterhead)

qJH
Name

YU &1 US/qeTH/Ue-TH

Contact’s job title/position/designation

S (gfe gt v TR 8)

Company (if third party representative)

S hT Udl
Mailing address

T AR

AEEd JeR
Telephone number(s)
Mobile number

EER]

E-mail

TAUD-11: SHGAR (TN IcUTe Dt AREH Y& sTet e (Taeasivy)

Annexure-ll: Material safety data sheet (MSDS) of the candidate (test) product

STATD-111: IR STE B! dPp-1a! RARwany/ ey ywmoms @fsi)

Annexure-lll: Technical specifications/certificate of analysis (CoA) of formulated product
ITAUD-IV: Aithd ged IdTg P fazayor &1 ywTorgE, afe arg &

Annexure-1V: Certificate of analysis of active ingredient product, if applicable

TAUD-V: YHUTTHTRGT Gedip- Ul (ERUT 1: TANTRITET e, °R07 11: Bie T9H R &4
el (ISTEXVN F forg, WalTTes Sufeal #); TR0 111: 9 G0 W (TH-5R) &7 Yedie) |
Annexure-V: Efficacy evaluation report (Phase 1: Laboratory evaluation; Phase Il: Small-scale
field evaluation (e.g., in experimental huts); Phase Illl: Large-scale (village-scale) field
evaluation).




