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SUMMARY OF PRODUCT CHARACTERISTICS

'HAUMEHOBAHUWE Berepunapaoro KOCMETHYECKAST AIOPBE,I[I/I‘IECKI/IE
TPABSIHOT'O ITPOAYKTA

Tormcnipe#t 100 Mt 1 200 M

TpassHo#i uenurens pan, V6uiina TH4HHOK, Ornyrusarens Myx W AHTHCenTHUYeCKHIT cripeit

KAYECTBEHHBIN H KOJIMYECTBEHHBII COCTAB

Cocras

Cxunnap macio - 10 .00 %

Azadirachta Unnnka macna ( Mesuu macna ) - 18 .00 %
Millettoa Pinnata macna-( K aranja macna ) - 13 .00 %
Cinnamomum Kamdopa ( Kamyp ) 2 .00 %

Cedrus Deodara maciio ( Devdar macno ) - 5 .00 %
Linum Usitatissimum macna (L inseed ) - 5.00 %
Kypkyma Jlonra ( kypkyma ) -5 .00 %

DHKCHpYIOLIHH, Kpacsaiuii a‘reH'r
Merarensusiit Q . S no 100%

[Tpumeuanue :
bes kepocuna, Ge3 pactBoputeneH, Ge3 cHHTeTHYECKOrO Maca.

Tombko YHCTBIH 9KCTpakT / Apka

®APMAIIEBTHUYECKAS ®OPMA

deyte
Kupkuii cnpeid -~ -,

e

™ L
)KHJIKOCTI? TEMHO=-KEIITOro UBe€Ta C CHJIBbHEIM 3allaxom
a

Henesbie BHALI

-

KpynHblii poraTbli CKOT, OBLa , K033, CBHHbA , Bepbioa, OyiBo, koika 1 cobaka

Ilokazanus K NPpHMEHECHHIO C YKa3aHHeM neéJieBh]X BHAOB

Tomnucnpei MokasaH 1J1s 3aKHBJIEHHS PaH PasIMYHOrO MPOMCXOKAEHHS Y KHBOTHBIX, TPOH3BOIALLHX
MHILY, H JOMALIHKX XHBOTHBIX. O0NagaeT paHO3RKHUBIAIOLIMME CBOHCTBaMH, a Takke obmagaer
MarHeTHUHAHBIM IEHCTBHEM H peIUlaHTalMeld MyX.

IIporuBonokasanus.
Huxkro.

CneunajibHble OpeaynpexaeHHs /i Kax/10ro uejiesoro sHaa

Huxkro.



Jannble no 6e30nacHOCTH

[TockonbKy 310 0OBIMHOE TPAaBAHOE NPUMEHEHHE, TOKCHKOJIOTHYECKHE UCCIIEIOBAHMS /
HCCle10Banus 0€30IaCHOCTH He IPOBO/IHIIHCE.

IIPOBE/ICHO Ha AIOPBEIUYECKOM aspo3oiie Spary - Topispray 100 mut u 200 M.
[Ipenynpexnenns u Mepbl IPEAOCTOPOIKHOCTH, NIEPEUHCIICHHEIE B IOKYMEHTAIIHH T10
IIPOYKTY, TAKUeE XKe, KaK

OTalIOHHBIA MPOAYKT U aIeKBATHBI 11 obecTiedeHns 6€30MacHOCTH NPOLYKTa [
I10JIb30BaTENeH,

OKpyJKaromas cpejia u morpeduresy.

besonacHocTh MosIb30BaTeNs
Omnenka pucKoB ISt IT0JIB30BaTENeH GbLIa IPOBEIEHA B COOTBETCTRBHH C COOTBETCTBYIOIIUMH
pexoMeHaanuaMu. B
OCHOBHbIC PHCKH CBSI3aHBI C CAMOCTOSATE/ILHBIM BBEJIEHHEM IIPOIYKTA H PeaKiinei
IHIIEPYYBCTBHTENIEHOCTH HA
JEHCTBYIOLIEe BELIECTBO, KOTOPOE MOJKET BHI3BATH pa3/ipakeHHe IVIa3 U KOxKu. B
MPEYNPEXRECHHS TIOJIB30BATENSl TAKHE JKe, KAK U Y 3TAJIOHHOTO POLYKTa, C
JIOTIOJTHHTEJIBHBIMH TPEIYIIPEXKICHUAMH
N00aBIICHO B OTHOLICHUH JIEHCTBHIA, KOTOPBIE HEOGXOMMO MPENPHUHATE B CIIydae
HeXeJIaTeIbHOIO SIBIICHHUS BO BPEMS HCITOJIE30BAHHSL.
IIpenynpexaenus 1 Mephl IPe0CTOPOKHOCTH, IIEPEIHCIICHHBIE B I0KYMEHTAIHH 110
IPOAYKTY, JOCTATOYHBI IS 0OecTeueH s
0e30MmacHOCTh IS TIOJIb30BaTENe POIYKTa;
DTOT NPOJYKT MOXKET BHI3BATH CEHCHOMIM3AIINIO.
JIioasM ¢ M3BECTHOM IHIIEPYYBCTBHTENILHOCTEIO ClIEyeT H30eraTh KOHTAKTa ¢
IPOAYKTOM.
DTOT POJYKT MOXKET BBI3BATH pa3paXkeHHe KOKHU U IJIa3.
W3Beraiite nonasanus NpoayKTa Ha KOXKY M B IV1asa. B ciydae cmywaiinoro pasnusa
Ha KOXXY HJIH B IJ1a3a, IPOMBITh IOPaXKEHHBIH y4aCTOK OOJIBIIAM KOJIMYECTBOM BOJIEL.
Bynbre octoposxnsl, uTo6s1 H36exkaTh CliydaiiHoro ykosa. B ciydae
CaMOCTOATENLHOI0 YKOJIa 00paTHTeCh K Bpayy.
HemeuienHo, flocoBeTyiiTe  OKaKHTe Bpady JIMCTOBKY HJIM STHKETKY.
BeiMo¥iTe pyKH 1OCIIe HCIIOTb30BaHMS.

IKoJI0rHYecKas 6e30MacHOCTh

YUHTBIBas IPUMEHSIEMBIE O3B, HET. JKHBOTHBIX, YYACTBYIOIIUX B JICYECHHH, TIPOIYKT
CUMTAETCsl, YTO HE OKa3bIBAET HUKAKOrO BO3ICHCTBHS Ha OKPYKAIOLYIO Cpey. Y THIH3AIHs
HEHCIIONIb30BAHHOIO IIpernapara, R

IIyCTBIC KOHTEHHEPEI JIOJKHBI COOTBETCTBOBATE MECTHBIM HOPMaM.

JIOKyMeHTAIHsI 10 0OCTAaTKAM -

HcenenoBanus HCTOLIEHHS OCTAaTKOB HE IIPOBOIMIIACE, TAK KaK 3TO 0BIIee NPHIIOKEHHE U
npejJiaraeMblid IIPOAYKT HMEET Ty Ke (hapMalleBTHUECKYIO (OPMY, YTO U 3TATOHHBIH
IPOJYKT, H

COJICPIKHT TOT )K€ aKTHBHBIH HHIPEIHEHT B TOM )K€ KOHIIEHTPAIHH.

O0muii BLIBOJ H 110/1b32 - OLEHKA PHCKA
Jlanuble, npecTaBICHHEIE B IOChE, JIEMOHCTPUPYIOT, YTO [IPH HCIIOI530BAHHH NIPOYKTA B



B COOTBETCTBHH ¢ KpaTKiM OnucaHueM XapaKTepHCTHK IPOAYKTa, npoQUIL MOB3EI / pHCKa

A1
Lenesoit Bun Gmaronpusiten, a kavecTso U 6e30MACHOCTS IPOJIYKTa JUIsl YeJloBeKa
H OKpY»alollas cpesia npuemieMas.
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OnekTponHas noura: biowelnesslifescience@gmail.com

Summary of product Characteristics

NAME OF THE VETERINARY COSMETIC AYURVEDIC HERBAL PRODUCT
Topispray 100ml & 200 ml

Herbal Wound Healer, Maggot Killer, F ly Repeller and Antiseptic Spray

QUALITATIVE AND QUANTITATIVE COMPOSITION
Composition

Turpentine oil — 10.00%
Azadirachta Indica oil (Neem oil) - 18.00%
Millettoa Pinnata oil (Karanja oil) -  13.00%
Cinnamomum Camphora (Kapur) 2.00%
Cedrus Deodara oil (Devdar oil) -  5.00%
Linum Usitatissimum dil (Linseed) — 5.00%
Curcuma Longa (Turheric) — 5.00%

Fixative, Colouring Agent
Propellant Q. S to 100 %

Note :
No kerosene, No Solvent, No Synthetic Oil.

Only Pure Extract / Arka

PHARMACEUTICAL FORM
Liquid Spray

Dark yellow color liquid with strong odor



Target Species
Cattle, Sheep, Goat, Pig, Camel, Buffalo, Cat & Dog
Indications for use, specifying the target species

Topispray is indicated for healing of wounds of varied origins in food producing & companion
animals. It has wound healing properties along with maggoticidal & fly replant property

Contraindications
None.
Special warnings for each target species

None.

Safety Data

As this is generic herbal application, no toxicological studies/safety studies have been
conducted on Ayurvedic Aerosol Spary- Topispray 100ml & 200 ml.

Warnings and precautions as listed on the product literature are the same as those of
the reference product and are adequate to ensure safety of the product to users, the
environment and consumers.

User Safety
A user risk assessment was provided in compliance with the relevant guideline. The
chief risks are from self-injection of the product and hypersensitivity reaction to the
active substance, with some potential for the occurrence of eye and skin irritation. The
user warnings are the same as those of the reference product, with additional warnings
added with regard to action to be taken in the event of an adverse event during use.
Warnings and precautions as listed on the product literature are adequate to ensure
safety to users of the product:
This product may cause sensitization.
People with known hypersensitivity should avoid contact with the product.
This productmay cause skin and eye irritation.
Avoid contact of the skin and eyes with the product. In case of accidental spillage
onto skin or eyes, rinse the affected area with large amounts of water.
Take care to avoid accidental injection. In case of self-injection, seek medical
advice immediately and show the package leaflet or the label to the physician.
Wash hands after use.
Environmental Safety
Considering the doses applied, no. of animals involved in the treatment, the product
is considered not to have any impact on the environment. The disposal of unused drug,
empty containers should be as per local regulations.

Residues documentation

No residue depletion studies were conducted as this is a generic application and the
proposed product is of the same pharmaceutical form as the reference product and
contains the same active ingredient at the same concentration.

Overall conclusion and benefit— risk assessment



The data submitted in the dossier demonstrate that when the product is used in
accordance with the Summary of Product Characteristics, the benefit/risk profile for
the target species is favorable and the quality and safety of the product for humans
and the environment is acceptable.

NAME AND ADDRESS OF MANUFACTURER
Biowelness Lifescience Private Limited

24 A Wing, Anjana CHSL,

Pestom Sagar RD, NO 6,

Near New Natraj CHS, CHEMBUR (W),

MUMBALI 400089, India, WhatsApp:+91-9167888598
Email : biowelnesslifescience@gmail.com



