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PANCHOEEP BHAWAN: C.l.G. ROAD: NEW DEIHI- 110 002

TelFax: 011-23234334, E-mail: dmc-rc@esic.nic.in

No. u-25/12lNSQ/2022-MedV I e i9
€-dr fr, t

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

fraio:2G.10.2022

,-1

NsQ/1U2022
frrq : qfrqilT q{ (dr "Not of standard Quality" Er dc,Irr t €<iir fr
a.il{qTla-6t{q,
It is hereby informed that the Drug as detailed below has been reported as "Not of Standard

Quality", you are directed to stop use of the batch of the followino item immediatelv which
has been re d as "Not of Standard uali co enclosed

It is directed that action may be taken as per clause for 'Testing of D!'ugs-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.

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

a-5 fufu-*t agra (Procurement) t'srra\-6a t $rff l+-qr frrdr tl

sl-i-ftc,

+iarro: sr{tfd 3r;RrRI

(ilctu6)
s6m-r ftfrro 1rr dft-6r 6'6)

Copy for information to: -
1. The State Drug Controller, Food & Drug Adminiskation, Survey No. 341, 2nd Floor, Bandra Kurla Complex,

Opposite RBl, Xala Nagar, Bandrd East, ['lumbai400051, rvhoomq.malrafda@omail.com with the request to
take appropriate action on 'NSQ' reported for the above said batch under intimation to this offlce. (Copy of Test

Report enclosed)

2. State Drug @ntroller, Crnfolling cum Ucensing Authority, Baddi, Himachal Pradesh 173205 Email:

sdc4ho@omail.com
3. M/s USv Private Umited, Arvind Vithhal Gandhi Chowk, 8.5.0. Marg, Govandi, Mumbai400088, Maharashfa,

Email: manoi.sharma@usv.in

4. M/s USV Private Limited, Plot No. 6 & 7E, HPSIDC Indl. Area, Baddi, Dist., Solan, Himachal kadesh-173205

NSQ

Reported
by

Name of the
Firm

Item Name/
Brand Name

RC No/
Item No/
Page No

Batch No./
DOM/
DOE

Name of the
Laboratory/
Report No. &
Date/

Reason of NSQ

r4s, Esrc
14odel

Hospital,
Beltola,
Guwahati,
Assam-
781022

PrivateUSV
Limited

Mecobalamine +
Lipoic Acid Gp
Each cap to
contain:
I'lecobalamine
0.5m9, Alpha
Lipoic Acid 100m9

(Cap Neuves(a)

First
Instance

t46

1388

8

RC . valid
uPto
31.08.2021

28021831

04.2021

02.2023

The Govemment
Analyst,
RDTL,
Guwahati-22

RDruRepor(/C/2
022-20231 A.N .

2089713t09
Dt.-03.08.2022

The sample is

declared Not of
Standard Quality for
the reason stated
under "Description"
and for the Assay of
"Alpha Lipoic Acid"

Category'B'

5. Website Content Manager with request for uploading on ESIC website

6. Guard frle

Instance of
NSQ reported
for Firm for
year 2022

PlotNo.6&7E,
HPSIDC lndl.
Area, Baddi,
Dist.. Solan,
Himachal
Pradesh-173205

@
rfrq-o frtrro' (q-{ d'E-Er 6rr)



qRd v{tr-R
wsq $rqff{R-r'dMqrlRH

RRul rtsr qdrfrt$ffic

'- 6-dlq.:rM0rn-++-Rzi?ur{rId{
sdFr6'3lts0 fuiT6'OncO or orqleq

sc-*'*q6,rctdq,
*iq .ffi qfr orq s'ftRlrdl qfrs{,

ud crEfl. {qloll{l ig 5ar5r6 -zetozz

a{}lrra: (0361).2312628, s-N: (0361) 2330555

+Ad : subzonc.cu-ulf4li4sdgqo.rls.in

GOVERNMENT OF II{DIA
Ministry of Health and Family Welfare

; Dircctorate General of }lealth Services
.. CENTRAL DRUOS gTA DARD
. CONTROL OROANIZATION

O/o the Assistatlt Drugs Controller (lndia)
Sub-Zonal olficc,

Regional Drugs Tcsting Laboratory camPus'
Six Mile, Panjabari Road, Gu5'ahati-781o22
Tel: (0361)-2332628, Fax: (0361)-233O5sS

E-n)ail:sublzg-ne,Suyahati(4edlpo'triq-u1

CO

Pile No. CDSCO-Guwahati/NSQ/AHIC/2022l

'Most U

fil r

4ttt
(Abu Hanif Imran ChbodhurY)

Druss lnsPector
Abu Hanll lmrdn C houdhu rY

Drugs lns Poctor
CDSC0 $ub'Zone

DGHS. MoH & FW, Govt, ol lndi!
Sli Mile, Paniaba'i Road

Guwohati-il

17xT Dale: o 4,08.2022

t: NS Dr
To,
The Chief M€dical C,fricer Vc.,

M€dical Store, ESIC, Model Hospital.

Beltola, Guryahati - ?81022

Subjcct: Methylcobalamin and Alpha Lipoic 
- 
Acid - Cap'sules (NEWESCA)latch

No.,ZSOZraf f ; Mfg. Date :O$n}z|iEip. Date: 02023; Manufrcturod by: M/s USV Private

t.i*it"4ptot f.lo. O' A iE HPSIDC inctl. Area, Baddi. Dist.: Solan, Hhnachal Pradesh -

173205, declaEd " Not ofstaudard QuulihP'by Govt. Analyst, Regional Dnrgs Testing Labor8tory'

Guwahnti- regarditg.

Reference:.Test.€po'lin!.orm13videNo.RDTUReponJCnm2-2nTl^N.20897R109dt.
oJ.osrzz ottlru Go"t. Analyst, Regional Dru85 Testing Laboraory, Guwalrati'

Sir,
'l'his is u'ith rcference to the subject ciled abovc and brings to your kind notice lhat the-subject

batctr of Jnrg wa, drawn under rhe proision of Seoion 23 of Dmgs and Cosmetics Act' 1940 by the

,iia"rrien"dirom your prenrises on 31j?.2021 and fonvarded for teSt/analysis to ths Governtnent

,qnalysi Regional irrugs t esting Laboratory, Six Mile, Curvahati 
-- - - ' ifrir ,oVuortlsis, ttre iuU.lect sampie is declared "!lg,t-ql5!qnd'!d!.Cd!q" in Fonn I I for

the r€soos stated undlr " Dcscriftion" and for the Assay of"Alphs,Llpoic Acid" vjde tc-sl reporl

"o. 
n-On,,t"p"ruCf 2022.2023ti.N. 2OBg7,3lOg dt. 0i.08.2022 of the GovL Analyst' Rcgional

Drugs 'l'esting Laboratory, Guwahali.

As per the ptovision of Section 25 (2) of Drugs and Cosmetics Act, 1940, onc copy of the

ori8inal test repofi ill }-orm ll is being forwarded to you.

As the subj eot batch of drug is declared "Not of Standrrd oualitY" , as defincd in tlre said

Act 1940, tberefore, You are request€d under Section l8A & Sectio n 24 of Drugs and Cosnretics Act

1940 to disclose the f the lgrson frol]1 ryhom 1'ou acqLrired tlte

srrbjwt b{ch of drg4 alo,ng rvith-rlvsiqp drc tlacg rvhsre lbs subjecl-ba&h-oltlrug has bee

nranufactured, rcsPectivelY

l\rrther you arc also requested to keep a sealed portion of above sarnplc along with

originai F'orm l l & For, I 7A issued to you in safe and securc custody till the dis,osal of the

matter or further official direction in the matter'

It is rtquested to provide tte requisitc infornration on toP priorit-v please'

'l'his is for vour kind intbmation and necessary action'

l-,rrcl: One origina) test repon in Form l3:

Yours faithlully,

/



1e
FORM 13

(See rrle 46)

CERTFICATE OF TESI OR ANALYSIS BY GOVERNMENT ANALYST
------- srcnox 2s (1) OF THE DRUGS & CoSMETICS ACT' 1940 "il:#

I

o

a
o
o

L Name of lnspector from whom received

2. Serial No. and date of Inspector's Memorandum

3 . Number of SamPle

4. Date ofRec€iPt

S. Nrrn" otp-E! PurPorting to be coltained in the sarnple

C.D.S.C.O. Sub-Z,onal Offi ce
Relional Drugs Tesring Laboratory Campus'

sX Vtite. pmialari Road, Cuwahati' 781022'

cDSCO-Cu;ahati/Samptin grAHlC/202 1 124 I 4

Date:31.12.2021

60 I AHll-S I G57,202 l'22
3V142021

Mfd- By

USV Private Limitcd Plot No. 6 & ?E

HPSIDC Irdl. Arera. Baddi, Dist.: Solaq

Himaohal Pladesb- 173205

Sh. Abu Hanif lmran Choudh

Drugs Inspector Gs,.,-r

Name of the Drug

M ethylcobalamin and

Alpha Lipoic Acid
Capsules

6 Condition ofseals on the packet or on portion of sample or container

Rcsult ofest or alalysis witb protocols oftcst or analysis applied

Description

Identifi cation

Averagc filled cootent

Uniformity of weigtlt

4$!,Y -. -.
I CoDtent of ourd mdCao i clalm I

152.0
ylcobalamin 0.75 0.50

39.14 100.0 39.1

Seals wcre intact and identical to the

sp:cimen irnpression of the seal received

&om the Drugs lnsPector

Mfg. Date

04t7021

Exp. Date

02n073

Red and vcllorv coloured pcllels, sticky, clubbed togather as wild rnass in red

ffiffi';#ffi#intJ"usrr; "'a'TEUvESCA" 
of each halrof $e

capsulc shells in blister striP'

6".lp"tiJ"" i.tt for Methylcobalaurin anC Rlpha Lipoic Acid'

0.4332 gm.

Passes the test. (Method I.P.)

%o of Claint Limit (7o of I Method

N.L.T. 90.0 H,P.L.q
Ref. Ma;ufacture/s

Specification

N.LT. 90.0 -do.

i Alpha Lipoic Acid

L_

Date of Testing: 01 /0812022' 0210812022

No. RDruReporv clTo?2-2o23tA(.2o[g7 f 3109 Date: f 
"'/' -;f )'c2)-"

lntheopinionoftheundcrsignedthesarnplelefErIedtoabovcisNotofStsndarrlQualityasdefinedinthcDrugs
I i*ri",i", "", 

1940' and Rules thereunder for tlre reasons given bclow'

Not of Stenrlartl Qustity for tha r€eson stated undcr 'I)cscrlpdon" and

/-\REMARKS: The sample is declrred

for tlre Asssy of"Alpho Lipoic AcidD'

Datcd 03/08202? e)

(Arnar Jyoti Chatn

Covernmcnt AnrlYst\
RDTL. Guwsh8tl '

Amar JYoticnamustl
Government AnalYst

f,,QrT.L,r Guwth!tl'22Reporl itr red colored paper intlicates the semple is Not of Stondsrd Quslity'

Batch No.

28021831

'7



qr{d sffr'R
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-;-frq oMq EIT6 fr {idul ri:l6i
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(rxIB: (036r)-2332628. h-tRI: (0361)-2330555

{ic,t, subzone.iuw4hatiqcdsco nic.in

GOVERNMENT OF INDIA
Ministry of Health and Family Welfare

Dircctorate General of Health Serrrices

CENTRAL DRUGS STANDAR.D
CONTROL ORGAMZAIION

O/o the Assistalt Drugs Controller {lndia)
Sub-Z,onal o{fice,

Regionll Drugs Testing l,aboratory campus,
S;Mile, Panjabari Road, Guwahati-781022
Tel: (036 U-2332628, Fax: (0361)-2330555

E-mail: subzone.-qrrwsirat!4cdsco.nic in

for the

c D 

' 
rj{)

File No. CDSCO-GuwahatiNSQIAI{1Ci2022l

To, /.^-E^fl- D, r |r,
,-: I r r t, i. Thc Dugs Controllcr, Assam )Q.13 i' The Asstl Drugs Conrollcr & Liccosing

t,l;'; ii' mm:m*:Sl"*ll;& 
Lico':sing ;..';'r.,,,n"fiIllltl;,1[,',]l'ii'1.,"-

?,t11. iii. i["-i^!i Corttorr"., r.rarriput t]t1ll, The Drugs controltcr' Nrgaland

aLI.\!L vii. The Drugs Controller' Tripura. 
.^ ^ - -

Subjecr - MchylcobalamiDc and Alpha Lipoic Acid cansrrtis, uarch No. 28021831, Mfg. Datc: 04/2021, Exp'

Datc: 0212023. Manrr*t r=a t v-wi1 usv'privare Limired. Plot No. 6 and 7 E. HPSIDC Industrial area,t]addi'

Dist" Sotau, llirnachal Ptadesh-liiOz: a"ti"*a 'Not of Standard Quality' by ftc Govt Analyst' RDTL'

Guwahati- regardutg.

Refersttcc:.TestrcponiDForn,l3videno.RDTUReporVc/2022.2023/A.N.20897/3109dt.03.08.2022ofihc
il"r-aJFt, n"cioout o*gt i*tti"f kUoratory' Guwahati rcccivcd to this officc on 04'08 2022'

Si r,
Thisiswithrcfereucetothesubjectcitedaboveandbringtoyourkindnotice.thatthesubject

batch of dmg was drawn uy-,f,. ilti"intpe919r of 
-tli; -ofl9e 

from the premises of 
-M-edical 

Store'

ESIC Model l.lospital. Beltola, tr*n[rri-iiLozz on 3l . t 2.202 | un<ter the prorisioo of section 23 of

DrussandCosl:eticsl,ct,r9+OandforwardedtotheGovernmertAnalyst'RegionalDrugsTesting
L"[lL"" Cnot1-), Six Mile, Guwahati for the purposc of testlanalvsis'

After test/analysis, the subject batch of dnrg is declared ot Strndsrd

t'easor stated under "Description" and for the Assay of ''Alpha Lipoic Acid' ' vide test report no.

RDTI"/Repo nJcl2o22-2027t L.N,20897/3I09 dt 03.08.2022 of thJ Govt. Analyst, Rcgioml Drugs Testing

l-abor.atory. Grrwsllrrli (coPy of tcst teporl is enclosed ha'ewi th.for yow readY referencc\

olfice.
This is for your kind inlormation and necessary action'

Yours faithfull

Thereforc. you are requested to alert the Inspectorate stal'fs under your jurisdiction on

nlou"*"n, ot: r-GJt barch of d.ug, if any movement of such drug is rcported, necessary o:ti:n 1'.y
;;;il;;;;t,1 rhe matter ona ffioi uctio, talen in the matter if anv mav be lorwarded to this

v,

d!r"
(Shiv Kumar)

Assiitant Drugs Controll€r (India)

Copl ro.

r".l"i'i i. The Drugs Controllcr Geoeral (India)' CDSCO' FDA Bhauan' Ncw Delhi'

l, 
'i r t i. the Dep-uty Dnrgs Cootroller (I), CDscO' west Zrrnc' Mumbai'

) ti i i t. rrri ocpoty Otugs Conroller (I), CDSCO' Nonh Tnnc' Ghaziabad'
1, lir-o a Tte Dcourv Drugs Conrolter (I), CDsCo' South Zonc' Cbesrai'

i-,, i'r f s. ifr" p"i,*y p*it Conroller (I), CDSCO' East zotre' Kotkata'

l-,1', " i ii. o[",, o.i, controller (I)' CDSCO' 7'onal offrce' Hvderabad'

",;;Z; iili o.it,,i o.e' cooroler 14' c9999' Zooal oftice' Atmc&bad'

1,Y.' i' n rn. o.outv Drugs Controllcr d)' cosco' s'u'zonc office' Bangalore'

-1 ;Y;i ;. it" o"i',i n**t controlter (li' cDsco' SuEZonc office' Baddi'

^1 1 ] io ii. o"lrti o.i. controller (0' cDsco' Sub-Zone office' lndorc'

:tli..:; ii. ii'" Llil,loi oi,e, conuou"i it). cosco. sot-Zonc oftice' Iamotu P

? 'l.,"'i, ii il. i*r^rn, o-L controttcr (l). cDSCo' Sub-Zone office, Goa'

:;:*ti t i i : iil iil""i o-Ei i""'.1rc' iri, cpsco, 
-suu-zone.onice' 

Varanasi

;i;a i;.iil Cil"f Mcdioaiofrc;;' Meiiiat store' Estc Model Hospit!l' Bcltola'7E1022

,'lr'_ri].iil.il"il;;;;il;tdil N".iaod7E.HpsrDctndu.sirialarca,Baddi,HP-r?3025

f

Date: M.08.2022

@anil copY otrlY)


