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Director (Medical) Delhi / Director (Medical) Noida
Deans/Medical Superintendents - All ESIC Medical Colleges/Hospitals.
Directors, ESI Schemes - All states

NSQ/11/2022

w7 : gdieTor 9T gar "Not of Standard Quality” &7 €1YoTT & Hee 7
HEIedl/FgIed,

It is hereby informed that the Drug aé detailed below has been reported as “Not of Standard
Quality”, you are directed to stop use of the batch of the following item immediately which
has been reported as “"Not of Standard Quality”: (copy enclosed)

NSQ Name of the Item Name/ Instance of RC No/ Batch No./ | Name of the Reason of NSQ
Reported | Firm Brand Name NSQ reported Item No/ DOM/ Laboratory/
by for Firm for Page No DOE Report No. &
year 2022 Date/

MS, ESIC | USV Private | Mecobalamine + 146 28021831 The Government | The  sample is
Model Limited Lipoic Acid Cap First Analyst, declared Not of
Hospital, Each cap to | Instance 1388 04.2021 RDTL, Standard Quality for
Beltola, Plot No. 6 & 7E, | contain: Guwahati-22 the reason stated
Guwahati, | HPSIDC Indl. | Mecobalamine 8 02.2023 under “Description”
Assam- Area, Baddi, | 0.5mg, Alpha RDTL/Report/C/2 | and for the Assay of
781022 Dist., Solan, | Lipoic Acid 100mg RC  valid 022-2023/A.N. “Alpha Lipoic Acid”

Himachal upto 20897/3109

Pradesh-173205 | (Cap Neuvesca) 31.08.2021 Dt.-03.08.2022 Category ‘B’

It is directed that action may be taken as per clause for ‘Testing of Drugs-Quality Control” of Terms
& Conditions of DG-ESIC RC. Replacement of supplies or cost of the material is to be recovered
along with testing charges, if any, from the firm.

HeveTeh: IUUFT HTAR

Action taken is to be maintained as record in respective user units.

75 Faféscar 3mgea (Procurement) & 3efetest & ST R SAem &1
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Copy for information to: -

1.

The State Drug Controller, Food & Drug Administration, Survey No. 341, 2nd Floor, Bandra Kurla Complex,
Opposite RBI, Kala Nagar, Bandra East, Mumbai-400051, whogmp.mahafda@gmail.com with the request to
take appropriate action on ‘NSQ’ reported for the above said batch under intimation to this office. (Copy of Test
Report enclosed)

State Drug Controller, Controlling cum
sdc4hp@gmail.com

M/s USV Private Limited, Arvind Vithhal Gandhi Chowk, B.S.D. Marg, Govandi, Mumbai-400088, Maharashtra,
Email: mangj.sharma@usv.in

M/s USV Private Limited, Plot No. 6 & 7E, HPSIDC Indl. Area, Baddi, Dist., Solan, Himachal Pradesh-173205
Website Content Manager with request for uploading on ESIC website

Guard file

Licensing Authority, Baddi, Himachal Pradesh 173205 Email:

HeaT A (a3 wiagr war)




HRd RPN g Sy GOVERNMENT OF INDIA
et 3R ufaR deanl HAred £ 4 i sy, Ministry of Health and Family Welfare
wrey Var wgiRgeer £ g.% 4 Directorate General of Health Services
« B aluf wHe Rdgor d@ired o CENTRAL DRUGS STANDARD
B e f-_._?-" ; = O/o the Assis;a:;;zizr:lgsﬁ(':omrouer (India)
: g AL Ll u nal office,
RE aﬁ@uﬁmmlmuﬁm, 3 , Regional Drugs Testing Laboratory campus,
ag nigd, Yonal A, @R -781022 Six Mile, Panjabari Road, Guwahati-781022
gwam: (0361)-2332628, Te: (0361)-2330555 Tel: (0361)-2332628, Fax: (0361)-2330555
: subzone.guwahaligcdsco.nic.in ¥-mail: subzone.guwahatiycdsco.nic.in
File No. CDSCO-Guwahati/NSQ/AHIC/2022/ 2 B3 F  Date: 0/4.08.2022
" Most Urgent: NSQ Drugs
To,
The Chief Medical Officer I/c.,

Medical Store, ESIC, Model Hospital,
Beltola, Guwahati - 781022

Subject: Methylcobalamin and Alpha Lipoic Acid Capsules (NEUVESCA);Batch
No.:28021831; Mfg. Date :04/2021;Exp. Date: 02/2023; Manufactured by: M/s. USV Private
Limited,Plot No. 6 & 7E, HPSIDC Indl. Area, Baddi, Dist.: Solan, Himachal Pradesh -
173205, declared “ Not of Standard Quality” by Govt. Analyst, Regional Drugs Testing Laboratory,
Guwahati- regarding.

Reference: - Test report in Form 13 vide No. RDTL/Report/C/2022-2023/AN. 20897/3109 dt.
03.08.2022 of the Govt. Analyst, Regional Drugs Testing Laboratory, Guwahati.

Sir,

This is with reference to the subject cited above and brings to your kind notice that the subject
batch of drug was drawn under the provision of Section 23 of Drugs and Cosmetics Act, 1940 by the
undersigned from your premises on 31.12.2021 and forwarded for test/analysis to the Government
Analyst, Regional Drugs Testing Laboratory, Six Mile, Guwahati.

After test/analysis, the subject sample is declared “Not of Standard Quality” in Form 13 for
the reasons stated under * Description” and for the Assay of “Alpha Lipoic Acid” vide test report
no. RDTI/Report/C/2022-2023/A.N. 20897/3109 dt. 03.08.2022 of the Govt. Analyst, Regional
Drugs Testing Laboratory, Guwahati.

As per the provision of Section 25 (2) of Drugs and Cosmetics Act, 1940, onc copy of the
original test report in Form 13 is being forwarded to you. ' :

As the subject batch of drug is declared “Not of Standar lity”, as defined in the said
Act 1940, therefore, you are requested under Section 18A & Section 24 of Drugs and Cosmetics Act
(940 to disclose the name, address and other particulars of the person from whom you acquired the
subject batch of drug along with invoice & the place where the subject batch of drug has_been
manufactured, respectively.

Further you are also requested to keep a sealed portion of above sample along with
original Form 17 & Form 17A issued to you in safe and secure custody till the disposal of the

maiter or further official direction in the matter.
It is requested to provide the requisite information on top priority please.

This is for your kind information and necessary action.

Yours f'aithfully,.
Encl: One original test report in Form 13: % /] / ]
/g

(Abu Hanif Imran Choudhury)

3 i
"?/‘ ' Drugs Inspector
/ , : . Abu Hanif imran Choudhury
S Drugs Inspecior
i ' CDSCO Sub-Zone

DGHS, MoH & FW, Govl. of India
Six Mile, Panjabari Road
Guwahati-Ta



FORM 13
(See rule 46)
CERTIFICATE OF TEST OR ANALYSIS BY GOVERNMENT ANALYST
SECTION 25 (1) OF THE DRUGS & COSMETICS ACT, 1940

| Name of Inspector from whom received . Sh. Abg Hanif Tratan Choudhury\
Drugs Inspector _
C.D.S.C.0., Sub-Zonal Office,
Regional Drugs Testing Laboratory Campus,
Six Mile, Panjabari Road, Guwahati- 781022,
5. Serial No. and date of Inspector’s Memorandum . CDSCO-Guwahati/Sampling/AHIC/2021/2414
Date: 31.12.2021
3.  Number of Sample - 60/AR/LS/GSZ/2021-22
4.  Date of Receipt . 31/12/2021
5. Name of Drugs purporting to be contained in the sample
Name of the Dfug Batch No.  Mfg. Date ~ Exp.Date  Mfd. By
Methyloobalainin and 28021831 04/2021 02/2023 USV Private Limited Plot No. 6 & 1E;
Alpha Lipoic Acid HPSIDC Indl. Area, Baddi, Dist.: Solan,
Capsules i Himachal Pradesh- 173205
6.  Condition of seals on the packet or on p_ortiori of sample or container :  Seals were intact and identical to the
: : specimen impression of the seal received
from the Drugs Inspector
7. Result of test or analysis with protocols of test or analysis applied
Description . Red and yellow coloured pellets, sticky, clubbed togather as wild mass inred
coloured capsule having printed “UJSV” and “NEUVESCA” of each half of the
capsule shells in blister strip. : o
Identification . Gives positive test for Methylcobalamin and Alpha Lipoic Acid.
Average filled content : 04332gm. '
Uniformity of we.ighi : . Passes the tast.’_(Metl_iod )
cAsay : e -_ : .
| Content of | Found mg/Cap | Claim mg/Cap | % of Claim | Limit (% of Claim) Method 5
| Methylcobalamin | 0.76 S50 : 192.0. "¢ N.L.T.90.0 HPLC !
| ' oags Ref. Manufacturer’s
| - - : : . Specification |
| Y s Xt
| Alpha Lipoic Acid 39.14 10002 39.1 N.L.T. 90.0 -do- 4
i Ry et : . STVl o : B aoH & ,g___k,_____.,___--_.t

Date of Testing: 01/08/2022, 02/08/2022
No. RDTL/Report/C/2022-2023/AN. 20897, Date: 03/ 082622

In the opinion of the undersigned the smnple__féféxiqdftd'above is Not of Standard Quality as defined in the Drugs
& Cosmetics Act, 1940, and Rules thereunder for the reasons given below.

REMARKS: The sample is declared Not of Standard Quality for the reason stated under “Description” and
for the Assay of “Alpha Lipoic Acid”

Dated: 03/08/2022
Government Analyst\
RDTL, Guwahati *
: : Amar Jyoti Chamuah
Report in red colored paper indicates the sample is Not of Standard an[ity. Government An alyst

R, Q}Tn Ly _GUWCh.ﬂti‘z 2



: HRd WNPR R s GOVERNMENT OF INDIA
@Ry MR URGR S HAGY ¢ gfdkw. ,  Ministry of Health and Family Welfare
ey Jar HgiFeIed i 23 : Directorate General of Health Services
ey 3iefR aHe Rda S cnsco At conc CENTRAL DRUGS STANDARD
e SR B (R BT e ) : CONTROL ORGANIZATION
3-8l wrfe, m," ._g g O/o the Assisétm:;tzft))ru]gs fScmtmllc:r (India)
. Y ub-Zonal ollice,
gt ahaﬁmfram CERTRITeT Ui, " Regional Drugs Testing Laboratory campus,
B A3, USIER) A, ETBIET -781022 Six Mile, Panjabari Road, Guwahati-781022
ZRUIE: (0361)-2332628, ¥4 (0361)-2330555 Tel: (0361)-2332628, Fax: (0361)-2330555
3¢l : su bzone.zuwahatiwcdsco.nic.in E-mail: subzone.guwahatigicdsco.nic.in
File No. CDSCO-Guwahati/NSQ/AHIC/2022/ : Date: 04.08.2022
(Email copy only)
T0,
24l i The Drugs Controller, Assam ~{412 iv. The Asstt. Drugs Controller & Licensing
Las! ii. The Asstt. Drugs Controller & Licensing i ‘-' i Authority, Meghalaya
gt Authority, Arunachal Pradesh MUy The Drugs Controller, Mizoram
28312 iii.  The Drugs Controller, Manipur 21416 vi. The Drugs Controller, Nagaland

%Ay 14, vil. The Drugs Controller, Tripura
Subject: - Methylcobalamine and Alpha Lipoic Acid Capsules, Batch No. 28021831, Mfg. Date: 0472021, Exp.
Date: 02/2023, Manufactured by M/s. USV Privatc Limited, Plot No. 6 and 7 E, HPSIDC Industrial area, Baddi,
Dist. Solan, Himachal Pradesh-173025 declared “Not of Standard Quality” by the Govt. Analyst, RDTL,
Guwahati- regarding.

Reference: - Test report in Form 13 vide no. RDTUReporL/C/2022-2023/A.N.20397!3109 dt. 03.08.2022 of the
Govt. Analyst, Regional Drugs Testing Laboratory. Guwahati received to this officc on 04.08.2022.

Sir, ‘
This is with reference to the subject cited above and bring to your kind notice that the subject
batch of drug was drawn by the Drugs Inspector of this office from the premises of Medical Store,
ESIC Model Hospital, Beltola, Guwahati-781022 on 31.12.2021 under the provision of Section 23 of
Drugs and Cosmetics Act, 1940 and forwarded to the Government Analyst, Regional Drugs Testing
Laboratory (RDTL), Six Mile, Guwahati for the purpose of test/analysis.

After test/analysis, the subject batch of drug is declared “Not of Standard Quality” for the
reason stated under “Description™ and for the Assay of “Alpha Lipoic Acid” vide test report no.
RDTI.jReporUC/lOZZ—Z023!A.N.20897/3109 dt. 03.08.2022 of the Govt. Analyst, Regional Drugs Testing
Laboratory. Guwahati (copy of test report is enclosed herewith for your ready reference).

Therefore, you are requested to alert the Inspectorate staffs under your jurisdiction on
movement of subject batch of drug, if any movement of such drug is reported, necessary action may
kindly be taken in the matter and copy of action taken in the matter if any may be forwarded to this

office. S
This is for your kind information and necessary action.
Yours faithfully,

(0oev
i (Shiv Kumar)
Assistant Drugs Controller (India)

=i+ 1. The Drugs Controller General (India). CDSCO, FDA Bhawan, New Delhi.
2. The Deputy Drugs Controller (I), CDSCO, West Zone, Mumbai.
3. The Deputy Drugs Controller (I), CDSCO. North Zone, Ghaziabad.
26 4. The Deputy Drugs Controller (I), CDSCO, South Zone, Chennai.
] 5. The Deputy Drugs Controller (I), CDSCO, East Zone, Kolkata,
2 6. The Deputy Drugs Controller (T}, CDSCO, Zonal Office, Hyderabad.
o122 7. The Deputy Drugs Controller (I), CDSCO, Zonal Office, Ahmedabad.
2424 8. The Deputy Drugs Controller (I). CDSCO. Sub-Zone Office, Bangalore.
o426 9. The Deputy Drugs Controller (I), CDSCO, Sub-Zone Office, Baddi.
1o 7 10.The Deputy Drugs Controller (T), CDSCO, Sub-Zone Office, Indore.
- s L1.The Assistant Drugs Controller (1), CDSCO, Sub-Zone Office, Jammu.P
o f:.'l_‘?—. 12. The Assistant Drugs Controller (1). CDSCO, Sub-Zone Office, Goa.
:le_ 7 13.The Assistant Drugs Controller (1), CDSCO, Sub-Zone Office, Varanasi.
#1436 14.The Chief Medical Officer, Medical Store, ESIC Model Hospital, Beltola-781022.
4 1 15.M/s, USV Private Limited, Plot No. 6 and 7 E. HPSIDC Industrial area, Baddi, HP-173025
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