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File No. U-25/12/NSQ/2023-MedV(E-178406) ] 138

To,

Director (Medical) Delhi / Director (Medical) Noida,

Dean. All ESIC PGIMSR's, Medical & Dental Colleges

Medical Superintendents — All ESIC Hospitals.
Directors, ESI| Scheme, All States

Sir/Madam

NSQ-08/2026
Subject: Declaration of Drug “Not of Standard Quality” on Testing - reg

" Daled: 16-04-2026

It is hereby informed that the Drug/item has been reported as "Not of
Standard Quality”. The details of the drug reported NSQ is given below:

Sample {[Name[ltem Name/|RC [Batc [Name of the Labo [Reason of NSQ
aken Pre |of the |Brand Nam |No/ Itih No.|ratory/ Report No.
mises Firm (le em N|/ DO |& Date
M/s) o/ Pa|M/ D
ge N |OE
0
ESIC Me|Vivim [Wax Softne [142C|Batc |[The Government |[The sample received
dical coll |ed La|r Ear Drop- 1934 h No.|Analyst, Central D |[does not conform to
ege & H |bs Each Vial t - 5C |fug Testing Labor [Manufacturers specifi
ospital. S|Ltd. cor?tainl' F’a? U01 |atory. Hyderabad |cation with respect to
oty a Dichlorob | |DOM|CDTLH/2126/F-15 B s e
erabad er;zene 2% :03/247/2025-26 ichlorobenzene, Chlor
| e 5 |pated-26/03/2026 [outol. Turpentine Oil 0
; Benzocaine DOE: nly (copy enclosed).
E 2.7% wlv, C 02/2
‘ hlorbutol 5 7
%, Turpenti
ne Qil 15%
w v

In context to above, it is directed to:

1. Medical Store to immediately withdrawn stock from respective sub-

stores/Dispensaries/patient care area.
2. Medical Store to immediately write a le

tter to vendor for replacement of stock

with another batch, within 15 days or to pick up stock and return the payment
made other process of risk purchase to be initiated and recover cost of




testing (if any) from the vendof.

3. Stop use of the batch of the aljove-mentioned item immediately which has
been reported as “Not of Standgard Quality”.
4. Initiate action as per relevant| clause of Terms & Conditions of respective

DG-ESIC Tender Enquiry/RC.

5. Maintained record of action taken at in respective user units.

This issues with the approval of Med|cal Commissioner (Procurement).

Enclosures: As above

Copy to:

Yours Sincerely,

Digitally signed by
Sanjiv Kochhar
Date: 16-04-2026

09:21:45
Dy. Medical Commissioner

(Rate Contract)

1. The Drug Controller General of Indip. CDSCO. CIG Road, New Delhi- 110002

(dci@nic.in).
2. Office of Deputy Drug Controller (1)

Central Drug Standard Control Organization

_ Zonal office, Hyderabad, CDSCO Bhavan. Beside T.B & Demonstration Centre,

S.R. Nagar, Hyderabad — 500038, AP,
3 Vivimed Labs Ltd.. 3rd floor, North E
Hyderabad, Telangana — 500055, (E-m

4. Website Content Manager with requ
5. Guard file

(E-mail: hyderabad@cdsco.nic.in)

nd Building, Road No. 2, Banjara Hills,
ail: vivek.am@vivimedlabs.com)

bst for uploading on ESIC website.




Central Drugs Testing Laboratory
CDSCO Bhavan, S.R. Nagar, Hyderabad~5°0°33

Phone No.040-23811327
) , Email: cdtthyd@ecdsco.nic.in ; '
m W
_ FORM 13
(See rule 46)
CERTIFICATE OF TEST OR ANALYSIS BY GOVERNMENT ANALYST UNDER
1 Nemeotina : : SECTION 25(1) OF THE DRUGS AND COSMETICS ACT, 1940
pector from whom received ) - Mr. Rahul Singh, (Drugs mSpedor) ce, Hyderabad s

Hyderabad Zone CDSCO, Zonal offi )
CDSCO BHAVAN, Beside T.B. & De"“g‘gsf;@“’?ma) -
Centre, S.R. Nagar, Hyderabad - 500035, L

2. Serial
al No. and date of Inspector's memorandum : 6-2/HZIRS/2025-2026/1956 , 24-JAN-2026
3. Number of Sample : LS/RS/HZ/2026/010
4. Date of receipt : 27-JAN-2026
5. ' ' :
Names of drugs purporting to be contained in the sample :EAR WAX SOFTENING DROPS, (CERUMINOLYTIC
DROPS)
Lab, Sam;?le No.|. lReport No. Batch No. Uate;il:fg &! Marketed By Mmfg. By
LSDIHYD/2025- | AVDRSR0%8. | o | W Vi Ll LT o
26/1404 26/1658 R Sl R, Plot NO.:8, Phase V, IDA,
‘ e ok NA Jeedimetla, Medchal-
5, 022027, o] e Malkajgiri Dist. Telangana
W e State - 500 056
6. Condition of sealson o Seals were intact & identical to the

; : - specimen impression of the seal received
[the packet or on portion of sanzple or pqﬁr»ligin?r} L bk " from Drugs Inspector

7. Result of test or analysis with protocols or tg'st or ada!ys,is/._‘ épp!ied : Please see below
Date of Testing : From 04-Mar-2026 To 23-Mar-2026 ' 3

COMPOSITION : Paradichlorobenzene 2 % wlv, Benzocaine IP 2.7 % wiv, Chlarbutol IP & %
wiv, Turpentine Oit IP 15 % wiv £

Sr No.  TestName = ‘ : Result : | Limits
1 Description Pale yellow, viscous liquid, packed in plastic container | NA
with dispensing nozzle and screw cap, enclosed in
paper carton box.
2 Identification Positive for Paradichlorobenzene, Benzocaine, | NA
Chiorbutol and Turpentine oil.

3 Extractable Volume 10.08 ml : ' S TRETT
Assay
Sr.Mo | Ingredient Name Found Claim % of claim Limits Procedure | Méthod
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T Pg{ad}éh{:fﬁb@ﬂzeﬂ BT %wh T 2% W 3055 |90 %10 110% | Manufacturers Specification
z Benzocaine 2506 % wiv |27 % wiv| 92814 |90 % 0 110% | Wanufaciurers Specification
3 Chlorbutol 3.243 % wiv 5 % wiv 64 .86 90 % 10110 % | Manulacturers Specification
4 Turpentine Oil 659%wh  T15%wiv| 43033 |90 %t0 110 % | Manufacturers Specification

In the opinion of the undersigned the sample referred to above is not of standard quality as defined in the Drugs and
Cosmetics Act, 1940, and Rules there under for the reasons given below:- ¢

THE SAMPLE RECEIVED DOES NOT CONFORM TO MANUFACTURERS SPECIFICATION WITH RESPECT TO
THE TEST FOR ASSAY FOR THE CONTENTS OF PARADICHLOROBENZENE, CHLORBUTOL AND TURPENTINE
OIL ONLY. '

CDTLH REPORT NO.: CDTLH/2126/F-1547/2025-26

o

'{;":;! 3\5 ) ""Ti":.»" ;‘ Lo
{‘,ééﬁ;,éﬁf’ & Vi;z%
GOVERNMENT ANALYST
31, 0, TR 181 De A Raghuram Reddy, s2ham, Pho.
W AT | Government Analyst
, 3 #r Ffy xm wir | Cantral Drugs Testing Labrdiory
3 Dispatei No. ygt{ ; £l ¥ Iy mﬁn:& A l Central Drugs Standard Control Qrgemisdic »
08 ‘é?,gg,él Z : e ¥ e | Disectocats Benersl of Health Suraces

Date: 26-MAR-2026
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N Dates s sfian wFar S | Ministry of Haalth & Family Wsifs

. W N - ” 5 .“n.
Report in the red colored: _‘éx:{%rﬂndm/ég the sample is ng of stapdsag qualitynent of india
5, %EPORT THATAR, B non 101 SR, Nagar, Hydersbad - 530 0¥
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