From

Drugs Inspector
Chandigarh Administration
Chandigarh

To
President Chemist Association
SCF No. 16, Sector-19 C,
Chandigarh

Memo No. DIS-2017/?5= Dated, Chandigarh the:- === ~¢=~

Subject: Drugs Reported to be “Not of Standard Quality” (NSQ)- Regarding.

In reference to the letter received from Dy. Drugs controller, Govt of India,
CDSCO, Baddi, Ref. No. NZ/BD-SZO/MISCnsq/2017-18/1957-1958 , NZ/BD-SZO/NSQ-
[1/2016-2017/3396 & NZ/BD-SZO/LEGL/AK/NSQ-02/2017-18/2377-2380 on dated
24.jul.2017, 18.Aug.2017 & 19.Jan.2017 respectively regarding List of “ Not of standard
Quality” Drugs- reported communicated. (List enclosed herewith)

You are hereby directed to further inform the Retail & Whole Sale
Chemists to not Purchase/Sale of these particular batches of Drugs & is any drugs stock
is available them, then immediately inform to this office .

Draft letter placed below for signature please.
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N
Drug Inspector
Chandigarh Administration
UT, Chandigarh
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GOVERNMENT OF INDIA

E mail : cdscobaddi@gmail.com

GOVERNMENT OF INDIA
CENTRAL DRUGS STANDARD CONTROL

ORGANISATION (BADDI)
(Directorate General of Health Services)
Ministry of Health &Family Welfare
Container Corporation of India Building

Village Sheetalpur. Tehsil Baddi.
District Solan (HP)-173205
Phone no. 01795-247112

Ref No. NZ/BD-SZO/MISCys/2017-18/ 7 ;

Dated:-

I, Sh. Navneet Marwaha. State Drugs Controller, Baddi, Dist. Selan. Himachal Pradesh.

Drugs Controller-Cum-Licensing Authority. Chandigarh Administration.

To.
2. Joint Commissioner-cum- Licensing Authority.
laboratory, Kharar, Distt. Mohali, Punjab.
3.
Station, Sector 34, Chandigarh.
Subject: -Drugs reported to be “Not of Standard Quality™ (NSQ) —recarding
This office is recipient of test reports for the below mentioned list of drug
Quality™. :

Details of Samples arc given below:-

Food and Drugs Administration. Drug, Food & Chemical testing

Homeopathic Dispensary, Near Police

products declared as “Not of Standard

Reg. Number Nameceof the | Manufacturer Batch | D/M D/E | Reason for declaring
product Name No. “NSQ”
| LSD/RDTL/0045/17- | Nimumace M/s Torque MB- 102720 | 07/20 | The sample does not
18 dated 25/05/2017 | Tablets Pharmaceuticals 178A 117 19 comply with respect to
issued by the Govt. (Nimesulide Pvi. Ltd.. 13B-14, the test for “Uniformity
Analyst, RDTL. Dispersible EPIP-1, Jharmajri. of Dispersion”.
Chandigarh. Tablets) baddi, Distt.
Solan, I1.P.
2. | 13105/2017-18 dated | Diclofenac M/s Medipol TDCS- | 11720 | 10/20 | The sample does not
15/05/2017 issued by | Sodium Tablets Pharmaceuticals 024 15 17 comply with respect to
¢ the Govt. Analyst, India Pvt. Ltd., the test for
[ 'RDTL. Guwahati 1199/3, Bhud, “Disintegration”.
Distt. Solan, HL.P.
MRDTLAISTE/T6- | MT-Prolol XL M/s Preet ZPROO § 06/20 | 05/20 | The sample does not
17 dated 25/05/2017 50 Tablets Remedied PVT. 07 16 18 comply to I.P. Standards
issued by the Govt. (Mefoprolol LTD., 183-180, with respect to the test
Analyst, RDTI., Succinate hpsidc, Industrial for “Dissolution”.
Chandigarh. Extended Release | Area, Baddi,
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| £R7/035 Aatad

Amitax 250

| o BRI

o1 32-21/2017- Prior Injection | M‘s MMG GN486 | 06/20 _ 1120 | The sample does not
SS/DCA(G)-1/590 (Pantoprazole | Healthcare, F 16 17 comply with respect to
dated 17/05/2017 Injection) _ Trilokpur Road., _ the test for “Particulate
issued by the Govt. | kala Amb. Distt. “ i | Matter & Clarity of
Analyst, CDL, ~ Sirmour. 11.P. , w W Solution™.
olkata. | !

! - ! |

7 1 32-10/2017- . Aciclovir “ M/s Oyster T L0720 0620 { The sample does not
SS/DCA(S)-91/562 Dispersible ! Pharma Pvt. Lid.. 163678 ' 16 S 18 comply with respect to
dated 16/05/2017 Tablets IP 200 mg | Kumarhatti. distt. v ~ M the test for “Uniformity
issued by the Govt. | | Sealn. H.P. _ I f of dispersion,
Analyst. CDL. i i | | Disintegration &
Kolkata. | i | Assay™.

S | 32-18/2017- Cebactum 1500 1. M:s Leben l. I i
SS/DCA(C)-22/418 (Ceftriaxone & | Laboratories Pvt. 132160 | 0820 | 07720
dated 04/05/2017 | Sulbactum for Ltd. At M's Ziess | 20 1o 18
issued by the Govt. ; Injection) Pharmaccuticals
Analyst, CDL. ‘, | Pvt. Lud., Plot The sample does not
Kolkata. 1. For powder NO. 72, EPIP-I, comply with respect to

* Jharmajri. baddi, | the test for “Particulate
Distt. Solan, H.P. Matter”.
' 2, For Sterile 2. Mfs Aculife 2 2. 2
Water for Healtrhcare pvt. 750411 | 0620 | 0520
) Injection L.td., Sachana. 7 16 _ 21
3 K Gujrat, india |

9 | 13120/2017-18 dated | Cipol-250 M/s Medipol TCOL2 | 0720 | 06720 | The sample does not
17/0572017 issucd by | Tablets Pharmaceuticals -013 16 18 comply with respect to
the Govt. Analyst, . India Pvt. Ltd.. ” the test for “Physical
RDTL. Guwahati 119973, Bhud. ; Parameters”.

Distt. Solan, H.P.

10 | 32-112017- Diethylcarbamazi | M/s Infinitive 287 07/20 1 0620 | The sample does not
SS/DCA(A)-67/1105 | ne Citrate tablets | Pharamceutical 15 17 comply with respect to
dated 16/06/2017 IP 50 mg Industries, plot the tests for “Assay &
issued by the Govt. No. 63, GIDC, Description”.

Analyst, CDL, industrial Estate,
Kolkata. Gujrat |

1T | 32-52017-SS/SZE- Amitax Injection | 613094 | 04720 | 03720
686/954 dated 100, 2ml 8 16 18
07/06/2017 issued by | (Amikacin
Sr. Scientific Officer, | Sulphate Injection The sample does not
CDL, Kolkata. IP) M/s Alkem comply to IP Standards

. Laboratories Lid., _ with respect to the test
. Central pendam W I for “Particulate Matter
T e Block, Dugailaka. 7613068 | 03720 | ou\ﬁwﬂ and for the reason
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Dated:- 7

32-10/2017- | Amitrust-250 M/s Yeluri ZCVA | 06720 | 0520 | The sample does not
SS/DCA(S)-69/1093 | (Amikacin Formulations Pvt. | B17001 | 16 18 comply to [P Standards
dated 16/06/2017 w Injection IP) m Ltd.. Sy. No. v with respect to the test
issued by the Govt. | “ 206/7/6. 1.D.AL, , | for “Particulate Matter
Analyst. CDI.. | { Bollaram. and for the reason
Wt ! Hyderabad - | stated under
;302323 ! Description™.
15 | LSD/RDTL/0084:17-  Pacipik-630 M's AARPIK AA- 0220 0120  The sample does not
| 18 dated 06/06:2017 | tablets Pharmaecuticals 240 15 18 comply to the IP
| issued by the Govt. ' (Pariacetamol Pyt Ltd.. | Standards with respect to
Analyst. RDTL. . tablets IP 650 mgy  C1.306 5. Kerala the tests for
Chandigarh. GIDC. Kerala Ta “ “Dissolution™.
_ Bavla Road. Distt. |
, - | Ahemdabad.

16| 32-82017- | Tetracet -300 M:s Alco TTC 19 | 03720 | 02/20 | The sample does not M
SS/DCA(E)-1101016 | (Tetracveline Formulation 16 18 comply with respect to
dated 12062017 W, Capsuics IP) (India), 14/3. the tests for

g issued by the Govt. Mathura Road. ! “Dissolution™. ”
Analvst. CDL. Faridabad - | , |
Kolkata. 121003 | m

17 | 32-10/2017- Gentamicin M/s Tamman GS630 1 08/20 | 07/20 | The sample docs not
SS/DCA(S)-47/1088 | Sulphate Injection | Titoe Pharma Pvt. L6 18 . comply to the IP
dated 16:06:2017 IP 2 ml Lid.. 56-57. i Standards with respect to
issued by the Govt. SIDCO " the tests for

. ,.h.v. CDL. _ Pharmaceutical ..cnwn-.wv:C: &
Kolkata. { Complex. Particulate Matter”.
m Alathur. i
i tamilnadu

18 | 32-10722017- Amikacin © M/s Nandani AK 012220 1 11720 The sample does not
SS/DCA(S)-122/1089 | Sulphate Injection | Medical 1663 | 16 18 - comply to the [P
dated 16/06/2017 IP 100mg -2mi Laboratovies Pvt. Standards with respect to
issued by the Govl. Ltd., 22175, j the tests for
Analyst. CDL, Bicholi Hapsi, “Description &

Kolkata. kanadla road, Particulate Matter and
Indore Sterility™.

19 | CDTL-M/FORM- Kaleical -500 M’s Vintochem 1508 0120 | 06720 | The sample does not
18/2016-17/365 dated | (Tablets of Pharmaceuticals, 16 17 comply with respect to
15/06/2017 issued by | Vitamin D3 with | indl. Area, maxi the tests for “Assay”.
the Govt. Analyst, Elemental Road, Ujjain
CDTL, Mumbai calcium) (M.P)

Therefore. you are requested to alert the machinery and Inspector of Drugs under your control on the movement ol
il mmesention af further eale/ dictribution and take necessary action if required under intimation to this
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GOVERNMENT OF_ NDIA
CENTRAL DRUGS STANDAF: ; CONTROL
ORGANISATION (BADDI)

(aRer A & HeTE e ) covernmentoFmoia - (Directorate General of Health Services)
WA Ud gRaR ST H3Terd r the DUl Sy \C\ Ministry of Health &Family Welfare
HeR BIARTA HE e fafedT ! oK~ Container Corporation of India Building

T 2iqeqR, dgdia ael o Diary B = \\ » Village Sheetalpur, Tehsil Baddi,
Rremaram(d 4t )- 173203 Dated —2 \\ " District Solan (HP)-173205

Phone no. 01795-247112 - Phone no. 01795-247112
Ref No. NZ/BD-SZO/LEGL/AK/NSQ-02/2017-18 /3(} 7.3 ,Sn ) Dated:

Y&

To, Poo bl
The Drugs Controller General of India, CDSCO, HQ, FDA Bhawan, New Delhi.
The Dy. Drugs Controller (India), CDSCO, North Zone, Ghaziabad.

The Dy. Drugs Controller (India), CDSCO, West Zone, Mumbai

The Dy. Drugs Controller (India), CDSCO. East Zone, Kolkata.

The Dy. Drugs Controller (India), CDSCO, South Zone, Chennai

The Dy. Drugs Controller (India), CDSCO, Zonal Office, Hyderabad

The Dy. Drugs Controller (India), CDSCO, Zonal Office, Ahmadabad

The Dy. Drugs Controller (India), CDSCO, Zonal Office, Bangalore

. The Asst. Drugs Controller (India), CDSCO, Sub-Zonal Office, Jammu

0. The Asst. Drugs Controller (India), CDSCO, Sub-Zonal Office, Indore

1. The Asst. Drugs Controller (India), CDSCO, Sub-Zonal Office/Port Office, Goa:

R IR S Oy TR (Lot

Subject: - Drugs reported to be “Not of Standard Quality (NSQ)” of CEFKUS- 200 (Cefixime Tablets), Batch No.:
TN-8826, M/D: Apr/2017, D/E: Mar/2019, M/s Neptune Life Sciences Pvt Ltd, 100-B, EPIP, Phase 11,
Baddi, Distt Solan, Himachal Pradesh-173205. —regarding

Reference:- Test report no LSD/RDTL/0309/17-18 dated: 26.07.2017 issued by Govt. Analyst, RDTL, Chandigarh.

Sir,

With reference to above, the subject sample was drawn by Drugs Inspector of this office under the provision
of Drugs & Cosmetics Act 1940. The sample on test/analysis has been declared as “Not of Standard Quality (NSQ)”
by Govt. Analyst , Regional Drugs Testing Laboratory, Chandigarh vide its report no. LSD/RDTL/0309/17-18 dated:
26.07.2017 for the reason that the sample does not conform to claim as per Patent & Proprietary in respect to the
“Dissolution Test” and “Assay of Cefixime Trihydrate™.

You are therefore, requested to alert the machinery and Inspector of Drugs under your control on movement
of subject batch of Drug and take necessary action if required under intimation to this office.

Yours Faithfully,

amantaray)
Deputy Drugs Controller (India)

Encl: Copy of test Report No. LSD/RDTL/0309/17-18 dated: 26.07.2017.

Copy for information and necessary action to:
1. Sh. Navneet Marwaha, State Drugs Controller, Baddi, Dist. Solan, Himachal Pradesh.
2. Joint Commissioner (Drugs), Food and Drug Administration, Civil Hospital Kharar, Distt. Mohali,
Punjab.

3. Drugs Controller-Cum-Licensing Authority, Chandigarh Administration, Homeopathic Dispensary, Near
Police Station, Sector 34, Chandigarh.
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