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. -~ : e et o esesevifioed B SobacTola X
in Schaduies € and C (Tfexcfudingg oo w2eailiecd I ez il 4 g

i STHeID of 260 Y i 2003
Nuniber of licence and date of issue: 03 (GG of 2962 J‘,‘__,,f.);.,i.-nf-w-lu 24 A
0. . .
te ; . is hereiy fisensed fo
l. WS CARE MEDICAL DEVICES L IMITED, ia hieseisy Toensed o

manuiactuie at the premices silualed al p.. 1/3]3..secto.\‘.-_!.3 GIDA, C-ngakhpl};-,‘ N
the following diugs, being diugs spesiiod B Cohedules Cand © (1) [oraiuding hose

specified in Schedule X] 1o e Diugs and Cosmetica [Rulas, 1050,
Hames of Dings: As per listof drugs endlosed . Galegotios of ditns approved.

1Sterile Disposable Hypodermic Syringes

. - with Needles and without Need].esiﬂ—cccdig-b BT‘QS"-.?MAams)
2. Names of approved [Competent Techinical Siaii]: - Q1s-/o &:1982

Monufacluring Chiemist : Mr. P.D., Mishra
Analytical Chemist - mr. Digvijay Nath Pathak
s Analytical Testing Corp,, Lucknow.
[ Foranalysis of raw malarials and finished products reguiring suj Ti-ieated instrunents/ zthods, biologicel tests or
Micrubiolegical tests (exciuding Slerilily lest)]. ‘
3. The licence authorises the sale by way of wholesale dealing anl siorage for sale by the ficensze of the divgs
manufaclured under the licence subject o the conditions applicable to licences for sale.

4. Thelicence shailbe in force lom 2 y .June, 2002 fo 22 Jung, 2008.
5. The licence is subject to the conditions staled below and lo such clher condilions as may he zpecified inihe

Rules for the lime being in force under the Diugs and Cosmelins Aok, 1940,
6. The licensee shall abide by the provisions of Drug (Prices Conlial) Qider, 1995,

Dated: June &4 ,2003 (Q(JPI’&'\W/}U‘}

By Lisrssing & Gontrolling Authoriiy Witar Pradash

(S G. PRASAD)
Conditions of Licence  Brug Licensing-oum- Controlling
: Autbority, U:P;

1. This licence and any certificale of renewal in force shalf he kept on the snproved premizes and shali be produced at the

request of an hispector appointed under the Diugs and Cozmelics Act, 040 '
2. Iithelicensee wishes to undertalke during the cunency of the ficetien the iwannlzeture of any drug specified B Schedules ©

and C (1) [excluding those specilied in Schedute X] not included alrove, Lz should apply to the Licensing Authotity for the
necessary endorsement as provided in Rule 75(3). This licence vill he daviad to extend to the itonis so cindorsad.
Any change in the competent technical staif shall e forthavitly repotted 1o tha Licensing Authority.
(Omiilted vide S.0. 299; 20.12.1972). .
Tha licensee shall inform the Licensing Auwthority in vaiting in Ihe el of any changs in the constitution of the firm
operating under the licence. Where any chonge it tha censtitution of e finm takes place, the currani fcence shall be
deemad o be valiel for a maximum period of three months from the date 20 which the chamge takes placa.unkss

235, in the

mzaantime, alresh !jt_:gncs has been teken from the Licensing Autherity i fivs name of thefirm veith the chzaged constitution,
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FORM-26
(See Rules 73 and 83)

¥ certificate of renewal of Licence to manufacture for sale of drugs other than those
specified in Schedule X,

V1. Certified that Licence No. 05/SC/P of 2003 granted on Form-28 to M/s Care Medical Devices Ltd.,
for the manufacture of the following categories of drugs other than those specified in Schedule X to the Drugs

and Cosmetics Rules, 1945, at the premises situated at D-1/3B, Sector-13, GIDA, Gorakhpur (U.P.) has
been renewed from 24.06.2013 to 23.06.2018.

2, Name of approved (competent) Technical Staff:

Manufacturing Chemist : Mr. P.D. Mishra
-
Analytical Chemist : (i) Mr. Kundan Singh Rawat, B.Sc. (from 12.12.2011 to 01.09.2013)
(if) Mr, Tej Bahadur Chaurasiya, B.Sc. (w.e.f. 01.10.2013)
= (iii) Mr. Sanjay Kumar Singh, B.Sc. (w.e.f. 20.07.2015)

)
(iv) M/s Analytical Testing Corporation, Lucknow

Note: Approved laboratories are allowed only for tests and analysis requiring sophisticated
instrumentation techniques, biological tests, microbiological tests (excludlng sterility test).

3. - Names of drugs : (each item to be separately specified): (As per list enclosed)

| 20Y
¢ Daed M- 2015 W_y

' (A.K. Malhotra)
. : Drug Licensing Cum Controlling Authorlty
’ Uttar Pradesh
U ; a1 '\l\r)h‘f\)

el e UGS Lmens.nq Cum Gon (omg futhority, -
\ftar Predes -
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. THE COMMISSIONER, FOOD SAFETY & DRUG ADMINISTRATION, U.P., -
9, Jaqat Narajn Road, Lucknow '

.'5384/ ?QS‘/\ Lucknow: Dated, 9‘;"&)2015

A t of items approved to M/s Care Medical Devices Ltd., D-1/3B, Sector-13, GIDA,
¥ Gorakhpur (U.P.) on its Drug Manufacturing Licence No. 05/SC/P of 2003 (on
fr Form No. 28)

1. Sterile Disposable hypodermic syringes with needles and without needles
(according to BIS Standard) use as per IS 10258 : 2002
2. Transfusion set for single use Gravity feed
as per 1S 9824 (Part 3) : 1996
3. Infusion set for singie use, Gravity feeds
as per IS 12655 (Part 4) : 2003
4. Stenle hypodermic needles for Single Use
as per 1S : 10654 : 2002
5. Syringes for Insulin, Sterile for Single Use
as per IS : 12227 . 2002

6. Sterile Hypodermic Syringes for singic Use (Syringes with ieuse preveriun ieatiie)
as per ISO 7886-4: 2006

kd
A\
'Vo\ )
% .

2"

.' (h, K, BALEOTRA)
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' OFFICE OF THE COMMISSIONER, FOOD & DRUG ADMINISTRATION, U.P.,

Add. items (83) -

No. Drug/5384/ /85T

9, Jagat Narain Road, Lucknow (U.P.)
Lucknow: Dated, &£ 7— 2010

List of additional items approved to M/S Care Medical Devices Ltd., D-1/3B,
Sector-13, GIDA, Gorakhpur (U.P.) on its Drug Manufacturing

Licence No. 05/SC/P of 2003 (on Form No. 28)

List of ltems

Transfusion Set for Single Use Gravity feed
As per IS 9824 (Part 3) : 1996
Infusion Set for Single Use, Gravity feed
As per IS 12655 (Part 4) : 2003
Sterile Hypodermic Needles for Single Use
As per IS 10654 : 2002
Syringes for Insulin, Sterile for Single Use
As per IS 12227 : 2002
Sterile Hypodermic Syringes for Single Use
(Syringe with reuse prevention feature)
As per ISO 7886-4 : 2006 (E)
27/07/7*°
(A.L. ARYA)
" Prug Licensing Cum

Gontrolliug Aughority
U.P Lko.

Scanned by CamScanner

s
4
i

-

-




e d S R, Sovo, N s -
9, T ARTAY NS, TETS | i - e i T
- ar ¥, : | R o i
™ PR AfSed feargaw oo,
e H0: T—1 /39, Ve 13, SNAELN,
TRETF |

To: §/5384/ 3L 3, S e Ol*ﬁﬁ,zmo "'
firwe - oftufly Fmfor e & Tl & R Al '

- Jufe fawad quar oo adee U o 06.06.2008 T et B TR A P DY

o T § Be § b 39 dEiey R BH-28 W e E@-05 / TaAL /0. 36
2003, St fFTi® 23.06.2008 TF J¢T o, FT BR—26 W eI 24.06.2008 % 23062013 TP @ aafy
Y G feram ST € |

wm—zewﬁﬁwﬁmmmﬁmmaﬁﬁmﬁ@wﬁmﬁa
@m&ﬁauﬁrwqﬁzﬁwwaﬂﬁﬁﬁiﬁmﬁ%l

Here—gAmR | 3
- W/o
(qogeio amal)”
3y srgemeE ve fFgE i,
| wml
0: §77/5384 / GEAGCHIET
yfefer fFrifeied oY |a Td sawe ridel 8 Hd- .
1. e s P, g1 e S, MRE wved TRER|
2. iy frders, g frenfereR, TRER | A / >
| (qoqaoarm‘i) G
aﬁwﬁmwwﬁuawum
‘wml

Scanned by CamScanner



FORM-26
(See Rules 73 and 83)

Certificate of renewal of Licence to manufacture for sale of drugs other than those
specified in Schedule X. )

1. Certified that Licence No. 05/SC/P of 2003 granted on Form-28 to /S Care Medlcal Devnces Ltd.,
for the manufacture of the following categories of drugs other than those specified in Schedule X to the Drugs

and Cosmetics Rules, 1945, at the premises situated at D-1/3B, Sector-13, GIDA, Gorakhpur-(U.P.) has
been renewed from 24.06.2008 to 23.06.2013. 3

&
2. Name of approved (competent) Technical Staff: :
Manufacturing Chemist Mr. P.D. Mishra
Analytical Chemist H (i) Mr. Ashraf Ali Ansari

(i) M/s Analyt|cal Testing Corporation, Lucknow

Note: Approved laboratories are allowed only for tests and analysis requiring sophisticated
instrumentation techniques, biological tests, microbiological tests (excluding sterility test).

3. Names of drugs : (each item to be separately specified):

Sterile Disposable Hypodermic Syringes with needles and w1thout needles (according to BIS
Standard) use as per IS: 10258 : 1982 . . ’

4. The licensee shall abide by the provisions of Drugs Price (Control Order) 1995.

Wi

Datec: o / ¢ ] 2010

(A.L. Arya)
Drug Licensing Cum Controlling Authority
Uttar Pradesh .., '3

Form-26, 26C (24)
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OFFICE OF THE COMMISSIONER. FOOD SAFETY& DRUG ADMINISTRATION U;P;
Sector-C, Aliganj, Lucknow.

19 °>/3)
LetterNo. Drug/5384/ o Lucknow: Dated : /2018

VALIDITY CERTIFICATE

This is to certify that Mis Care Medical Devices Ltd., D-1/3B, Sector-13, GIDA,
Gorakhpur (U.P.) has been granted drug manufacturing licence on Form 28 bearing No.
05/SC/P of 2003, which was renewed upto 23.06.2018.

The firm has submitted retention fee for the period of 24.06.2018 to 23.06.2023.

The above mentioned licence is valid till 23.06.2023 under the provisions of Drugs
and Cosmetics Rules, 1945, as amended vide GSR No. 1337 (E) dated: 27.10.2017,

subject to conditions of licence and provisions of Drugs & Cosmetics Act, and Rules
made there under.

Place : Lucknow, U.P.

Uttar Pradesh
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