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Office of The Commissioner,
Food & Drugs Administration M S

Bandra - Kurla ComPlex,

Bandra (E),

Mumbai - 400 051

Date .

1 I JUL 2019

ThisCertificateconformstotheformatrecommendedbytheWorldHealthorganization'
(General instructions and explanatory notes attached)'

Certificate No. : N EW-WHO-GM P/C E RT/N D/83543 1201 I I 1 1 128832

on the basis of the inspection carried out on 24105/2019, 25105t2019 and 02/07/2019'we

certify that the site indicated on this certificate complies with Good Manufacturing

Practices forthe dosage forms, categories and activities listed in lable,l

: SNEHAL PHARMA & SURGICALS PVT. LTD

. PLOT NO B-1i11, M.l.O.c. BUTTBORI' NAGPUR

NAGPUR 4411OA MAHARASHTRA STATE,

INOIA
. ND56 ln Form 25'

ND55 ln Form 28

1. Name of the Firm

Address

2. Licence No.

Table 1

Address of certifying authority :

Food & Drug Administration' M.S

Bandra-kurla ComPlex,

Bandra (E), li]umbai - 400 05'1.

Maharashtra.lN DlA.

1"r,;s1+1tzo^s^s.119s.t1+ {k*'Fax. +91-22-26591959
1ENs72 78154320 1907 r9
li5li1',Tl;i'"'33lll.o,. o*,#g t
\tW whO-GMP/( Ltr/no,glSolrZ01*l* jt)oa1) tl ^ ,bi

i'j r

'-:^:XG'osW::

The responsibility for the quality of the individual batches of the pharmaceutical products'

manufactured thiough this process lies with the manufacturer'

This certificate remains valid until 18 )ul 2022 lt becomes invalid if the activities and / or

categories certified nerewitn are changed or if the site is no longer considered to be in

compliance with GMP.

Authorised Person : A. T. NIKHADE

Authority

.i?
)
)
)

& Drug Administration, lvl.S.

(E), Mumbai

State'. lndia
19 Jul 2019

Sr.No. Dosagc Form(s) C-ltegor( ics) A ctiv ity( ies)

,1

apsu les

3eneral ( Other than

lephalosPorins, Penicillin'

Svtotoxic, Hormones )

rroduction, Filling, Packing'

abelling, Quality Control,
Oualitv Assurance

2 ixternal PreParation
(Ointments / Creams /

Lotion/Gel)

General ( Other than

Cephalosporins, Penicillin,

Cytotoxic, Hormones )

rroduction, Filling, Packing'

abelling, QualitY Control'

f,uality Assurance

3 ixternal PreParation

:Ointments / Creams /

-otion/Gel/Ear droP/Nasal

3eneral ( Other than

3ephalosPorrns, Penicillin

3ytotoxic, Hormones )

Production, Filling. Packing,

labellrng, QualitY Control,

Quality Assurance

4

Liquid Orals

3eneral ( Other than

SephalosPorins, Penicillin,

lytotoxic, Hormones ) 
-

rroduction, Filling, Packing,

abelling, QualitY Control,

Quality Assurance_

5
Cral Powders / Granules /

Pellets

General ( Other than

CephalosPorins, Penicillin,

Cytotoxic, Hormoneil

)roduction, Filling, Packing'

abelling, QualitY Control,

Suality Assurance

6
fablets

3eneral ( Other than

lephalosPorins, Pen'icillin,

lvtotoxic, Hormones )

Production, Filling. Packing.

labelling, QualitY Control,

Quality Assurance

)
)
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Exrrlanatory notes

l. '["his certitrcate which is in
irr point I of the cerriflcate .

2. The certiflcation nur.nber

certiflcate.

the forrrrat rcconrrncrrdccl [ry wllo. certifles the statrrs ol'thc site lrsteil

shoLrlcl hc traceablc u'itlrirr tlre restrlatorv arrthorilv isstrinu tlrc

Where the regulatory authority issues a licence fbr the site, this nurnber shorrld be specrl'iccl
recorcl "not applicable" in cases rvhere there is no legal l}amework fbr the issuing of a licencc.

Table I

List the dosage 1'ort'us, starting materials, categories ancl activities. E,xarnples are given belorv.

Example -l

tJse, whenever available. International Nonpro;lrietarl, Narnes (lNNs) or othcrwise national
nrlrr proplielat'-\' na ntes.

J,

4.

5. -[ he certiflcate rertrains valic] trntil tlrc
activities aucl/or categories cerlif iccl ale
cornpliance rvith CMP.

specil'ied date. l'he cerlillcale bccontcs irrralid il'tlrc
changctl or il'lhe site is no longcr corrsitlcr.crl ttr bc in

6. '['he rcqLrirettrettts lbr uood ptactices tlre nranulircttrrc ancl rltralit,r,control o[-cllrrgs lclcr.r'ctl to irr
thc cet'tiflcate at'e those inclLrclccl in QLralitr, Assurance of l)harnracerrticals:. a cornpe ncliurrr ol
gtriclelines and related nraterials. Goocl nrauulircturiug practices ancl inspection. Voltrrne l.
1999. worlcl I{ealth oliranizaliorr. Gerrcva aucl srrbsccltrent updates.

rt

Phannarceutical Product (s) | Category (ies) Activitl lics)
Dostrge fbrm (s)
l+f+rtEhr- Cvtotoxic Pack agi ng

7a^a--]O,r'\ Ilonr-ionr: Production, I)ackaging, Qr-ralit1,
control.

,.,f 1Iniectables \4'i Penicillin I{epackaging & L.abelling.
(
( ,ei}

Ccfirlosporin Ascptic preparation. Packaging,
Labelling.

(

,()\
ttl 

b*o,rol. ,1i.
.4,:,*'l

\f Phrinn'Laep*$fiWdLrcr (s) r Catcgon'(ies) Activity ( ies
sh$rrt-uii*#1l(s)2
Perracetamol Analgesic Svnthcsis" I']trri llcation"

l'ucli.i ng. l.ahcl I i ns.

I



\o. ol ccrtilicate

Nanre of Manulirctring Firm

l)rug l-icense No

LISI'OF PIIODT]C]- AI'I'ROVE,D I.]NDIIR WTTO (;MPI
: NF.W-WIIO-aiMP/Cl-.1{t7NI)/83.t41/?0l9/ll \',^1.il)1[''to:l8Jul 2022

128832

: SNl:ll IAL I'l In ltMA & St Ilt(il('ALS l'V'l'.
t. t't)
l,l,o I No ll-l/l l. l\4.1.1).(', llU I Illolil. NA(;PLJIl.
NAGI'}l.ltl 441 lOli N4Al IAI{ASI I l lt./\ S l.Al lr. INI)lA

: Nl)S(r In l'orrtt 25. NI)55
ln lorrn 28

Sr.No. Nanre of the Product Composition
1

\mbroxol HCL, Terbutline sulphate,
3uaiphenesin and Menthol syrup

Each 5 ml Contains

Ambroxol HCL lP 15.0 mg

Terbutaline Suphate lP L.25 mg

Guaiphenesin lP 50.0 mg

Menthol lP 2.5 mg

Colour: Ponceau-4R

2

Amlodipine Tablets l.P. 5 mg

Each Uncoated I'ablet Contains:

Amlodipine Besylate Eq. Amlodipine lP 5 mg

3

\torvastatin Tablet l.P. 10 mg

Each Film Coated l-ablet Contains

Atorvastatin Calcium Eq. to Atorvastatin lP 10 mg

Colour:Titanium Dioxide LP.

4

Atorvastafin Tablet l.P. 20 mg

Each Film Coated Tablet Contains

Atorvastain Calcium Eq. to Atorvastarin lP 20 mg

Colour:Titanium Dioxide I.P.

Atorvastatin Tablets 1.P.40 mg

Each Film Coated Tablet Contains

Atorvastafin Calcium Eq to Atorvastatin lP 40 mg

6

Azithronrycin Tablet l.P 500 mg

Each Tablet Contains,

Azithrornvcin lP 500 nrg

7

Ciprofl oxacin hydrochloride Tablet

lP 250 mg

Each Filrn Coated Tablet Contains

Ciprofloxacine Hydrochloride Eq. to Ciprofloxacin lP 250.0 mg

Colour:Lake Sunset Yellow FCF & Titanium Dioxide I.P.

B

Diclofenac 1% Gel

Composition:

Diclofenac Diethylamine Eq Diclofenac Sodium BP l%w/w
Methyl Salisylate lP l0 % wlw
Menthol lP5%wlw
Linseed Oil BP 3 % wlw

t23
Address of certifying authority :

Food & Drug Administration, M.S.
Bandra-kurla Complex,
Bandra (E), Mumbai- 400 051,
Maharashtra.lNDlA.
ret. +91 -22-26592363 I 64

Fax. +91-22-26591959
I E NS7 2 78 3 54 3 2 0190 7 19

SNEI.IAL PHARMA & SURGICALS PVT. LTD

NEW W HO -Grvrp/CERr/ND/83541/20 19/1 1

Name of the Authorised person :A. T. NIKHADE

Signature :

Date :Joint Commissioner (Ha) & Corltrolling Authority

Food & Drug Administration, M.S.

Bandra (E), Mumbai

Maharashtra State, lndia
Date 19 Jul 2019
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No. ol ccrtilicatc

Name of Manufactring Firnr

Drug Licenso No

Address of certifying authority :

Food & Drug Administration, M.S
Bandra-kurla Complex,
Bandra (E), Mumbai - 400 051

Maharashtra,lNDlA.
ret +9 1 -22-2659236 3/64
Fax. +91-22-26591959
1ENS7278354320190719
SNEHAL PHARMA & SURGICALS PVT,
N EW -W HO -Gr\4PlC E Rr/ND/B 3 54 3/20
/2E332

'/^^^-X

ffi)
Food & Drug Administration, M.S

Bandra (E), Mumbai.

Maharashtra State, lndia
Daterl9 Jul 2019

LIS-I'OF

:

PRODUCT APPROVED UNDER W}IO GMPI
NEW-WI lO-GMP/CI1lt'l7NDl83543l20l9l II \,i\r.n) rit,'r'o : I8,lul 2022
/2 8832
SNL]IIAI, I'IIAITMA & SIJIT(iIC'AI,S I'V'I
t.tt)
l,l .o'l No ll-li ll. l\4.1.1).('. l]r.i Iil]otU. N,,\(;t,trtt
NA(ll'Lllt 14 ll0t'i MAll,AI{,\SIlll{/\ S l,All;. lNl)1,\
ND56 Irt l;ortn 25. NI)55
In lfornr 28

ach Uncoated Tablet Contains

Paracetamol lP 325 mg

Diclofenac Sodium IP 50.0 mg

Each Film Coated Tablet Contains

Diclofenac Sodium lP 50 mg

Colour:Sunset Yellow and Titaniun Dioxide

Each Empty Hard Gelatin Capsule Contains

Fluconazole BP 200 mg

Approved Colours used in Capsules Shell

olour:Approved Coloured used in Capsule Shell

Each Uncoated Tablet Contains

Folic Acid lP 5.0 mg

Each Sustained lleleased Tablet Contains

Metfornrin llydrochloride lP 500 rng

olour:Titanium Dioxide IP

Hard Gelatin Capsule Contains

Orneprazole ( as enteric coated granules ) lP 20.0

Approved Colours used in Capsules Shell

Sachet of 21 gms Contains

Sodium Chloride lP 2.60 gm

Dextrose Anhydrous lP 13.50 gm

Potassium Chloride lP 1.50 gm

Sodiurn Citrate lP 2.90 gm

ach Enteric Coated Tablet Contains

Pantoprazole Sodiurn Eq. Pantoprazole lP 40.0 rng

r:Yellow Oxide of Iron & Tatanium Dioxide IP

Name of the Authorised person :A. T. NIKHADE

Signatu re

and Date :Joint Commissioner (HQ) &

mg

ng Authority

r
i,i
ilr
:, I

:

ir/

(

N:rnrc of the Product Com position

Diclofenac Sodium & Paracetamol
Tablet

Diclofenac Tablets l.P. Film Coated

Fluconazole Capsules 200 mg ( For

Export Only )

Acid Tablet lP 5 mg

tformin Hydrochloride Sustaine

meprazole capsule lP 20mg

al Rehydration Salt lP Orange

Pantaprazole Tablet lP 40 mg

..l't,(
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10

11

t2

13

74

15

16
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No..r'ccrriricat. t'rsr oF 
'Jil3-$:h'ii-l[H[i]*'i,,ii']#li',3,fi*t 

',,\,-,,) 
,, ,o: r'.rrrr 2022

/28832
Narne of Manulhctring Firrn : SNLII-IAL. I,t IAITMA & sLJttcICtAt.s l,v l.

I,I'D
t,Lo't'NO Il_t/t t. M.t.t).c. uu I lBotU. NA(;t,LJtt
NACPI]It 44IIOII MN IIAIIASIIIIIA S'I'A'I'I.,. INI)IA

Drug Liccnse No : ND5(r ln lrornr 25. NI)55
Irr lronrr 28

Sr.No Name of thc l>roduct Colrr llosiliorr
t7

Pantoprazole 40 mg and
Domperidone 30 mg Capsule

Each Empty Hard Gelatin Capsule Contains
Pantoprazole Sodium Sesquihydrate l.p Eq. to pantoprazole ( as Enteric
Coated Pellets) lP 40 rng

Domperidone ( as Sustained Released pellets) tp 30 mg

Colour:Approved Coloured used in CaDsule Shell
1B

Paracetamol oral suspention l;P.

Each 5 ml Contains

Paracetamol lP 250 mg
ln a flavoured Syrupy base

Colour:Carmosine
19

Paracetamol syrup l.P.

Each 5 ml Contains

Paracetamol lP 1.25 mg
ln a flavoured Syrupy base

lolorrr:Qurnoline Yelow W5
20

Paracetamoi Tablet lP 500 mg
Each Uncoated Tablet Contains
Paracetamol lP 500.0 mg

21

surgical Denatured spirit
Each 100m1 Conlains

Ethyl Alcohol lP 94 ml
ln a aqueous base

Purifir:d Water 0 q.s. up to 100 ml
ln a aqueous base

olour:Crystal Violet
22

Vitamin C Chewable Tablet lp 500
mg

Each uncoated Chewable Tablet Contains
Ascorbic Acid lP 500 mg

Colour:Quinonline Yellow WS & Brilliant Blue

I 2 J

Address of certifying authority Na
Food & Drug Admtnistration, M.S.
Bandra-kurla Complex,

fl,.,i1',i1il;,Ylmbai- 
4oo 051 -a

me of the Authorised person :A. T. NIKHADE

Signature:

p and Date

M!
Joint Commissioner (HQ) & C Authorling Authority

fet +91 -22-26592363 I 64
Fax. +91-22-26591I59
1ENS7278354320190719
SNEHAL PHARIYA & SURGICALS PVT, L

NE W.W HO.GMP/CE RT/ND/B 354 3/2 O 1

/233 3 2

Food & Drug Administration, M.S

Bandra (E), Mumbai

Maharashtra State, lndia
Date.19 Jul 2019
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