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PRODUCT INFORMATION FOR EXPORT ONLY

Licence in Form 28 bearing Mfg. Lic. No. DD/62 valid up to 31-12-2016 under which the proposed
products are intended to be manufactured at M/s. Wockhardt Limited Plot No. 87-A, Silver
Industrial Estate, Bhimpore, Nani Daman 396 210. .

PRODUCT COMING UNDER SCHEDULE C & C (1)
METAMIZOLE SODIUM, PITOFENONE HYDROCHLORIDE & FENPIVERINIUM BROMIDE INJECTION

SPASGAN INJECTION FOR EXPORT ONLY
Each mi contains: {For Labeling & Packi

Metarnizole Sodium 500 mg
Pitofenone Hydrochloride 20mg
Fenpiverinium Bromide 0.02mg
Water for injection g.s.to 1 ml
Pack size 5 ml ampoule, Shelf life: 36 months
UNDERTAKING B, 7 Daman

1. The above are the only drugs Approved for manufacture at prese @} ) 2 _preseps. W
undertake that any addition thereto or any deletion addition therefrom Wi &pt %Eng
with out any prior permission of the Licensing Authority. MA

2. We undertake to comply with all the provisions of the law in force and the direction issue from
the time to time by Licensing Authority and not to manufacture any drug name belonging to
another manufacturer.

3 We undertake not to manufacture or sale or distribute any drug even if it approved list of
products but by or any competent Authority if it is or as and when it will be banned by the Drug
Controller (India) or Govt. of India.

4 The brand names, artwork and designs of the products submitted for approval in this
application are not copied from others. It is further declared that these or similar brand names,
artworks and designs are not used by any other manufacture to the best of our belief. If the
brand names, artworks or designs of our products are found to be imitation of or resem :;..---h.
manner likely to deceive, another drugs manufactured by another company prior to

understand that we shall be liable for legal action in such eventually. ng s

5 We herewith undertake that the thermo labile products which will be manufacturgg Gﬂigf__}f
be subjected to the stability for the period of at least one year with periodic testi ', e TAIR,
three batches of every product and the reports thereof will be submitted to fig-Lic ﬂﬁii )J

Authority.

6 The vehicle, excipients, additives and pharmaceutical aids used in the formulation\si@
the conditions in which are formulations for administration and use are recommended's

For WOCKHARDT LIMITED
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No .DCD/D&D/LA/2014-2015/ 22 :IF
iy v A\ P Administration of Daman & Diu (UT).
i K Neswe 5. K. Sdukia v B Drugs Licensing Authority,
{ Ares Gr. Mozbet ) B Drugs Control Department,
No. 121/34 ;* : Primary Health Centre,
Moti Daman -396 220.

Dated: 17; 12/2014.

Plot No. 87-A, Silver Industrial Estate,
Bhimpore, Daman -396 210.

Sir,

Sub: - Drugs & Cosmetics Act 1940 & Rules thereunder -

Permission to manufacture Additional products under Licence No.DDi61 and DD/62
valid upto 31/12/2016.
Ref: Your letter No. Nil dated 23/06/2014.

I'have to state that you are permitted to manufacture and market the following products as per
the supplementary list submitted by you vide your letter under reference.

[1] SPASGAN INJECTION [FOR EXPORT ONLY] [FOR LABELING & PACKING ONLY].

1)
2)

3)

4)

6)
7)

The above products permission is granted subject to the following conditions.
The product should be safe and efficacious.

You should see that you comply with the labeling provisions made under the Drugs and
Cosmetics Rules 1945 (as amended) for this product before marketing and furnish printed
labels of the product in question Rule 96 of Drugs & Cosmetics Rules as amended require
that the proper name of the drug shall be given in a more conspicrious manner and trade
name, if any which shall be shown immediately after or under the proper name.

In case of New Drugs as given Rules - 69-B of Drugs and Cosmetics Rules permission to
import raw materials be obtained under Rules 30 (A) from Drugs Controller, (INDIA) New
Delhi.

The permission is granted only subject to the provisions of Drugs & Cosmetics Act, 1940 and
does not relieve you of your responsibilities to clear the items covered under the list from any
enactment or statute or order issued either by the State Government of Central
Government and enforced by any authorities. You must therefore obtain clearance before
marketing this product.

Before introducing this product in the market you should comply with the provisions of Drugs
{prices Control) order 1987.

The firm shall comply to the conditions stated under DCG(l), New Delhi letter No.///l/

In case if any objection raised from DCG(), New Delhi or any other Competent Authority
under the Drugs & Cosmetics Act, 1940 you have to withdrawn your product from the market
& further production may cancelled/ suspended by the undersigned.

The original product list endorsed by this office is returned hérewith kindly acknowledge the receipt

of this letter. B

Encl: As above,

Bombay Chamber of Commerce and industry
Regn. Nc.g.%%ﬁ ..... Date

MR. SAMR PAUL PiNto &0 _AP R 2016,

ASSISTANT MANAGER
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ITepeBon ¢ anrmmiickoro s3pika

Boxxapn Jlumuren

87-A, Cnneep Unnactpusn Ucreitr,
Bxumnop, Hanu aman - 396 210
Ten.: 0260 — 6610300, 6610330, 6610333
®axkc: 0260 - 6610334

E-Mail: wockdam@wockhardt.com
Beb-caiit: www. wockhardt.com

HUHOOPMALIA O IMPOAYKLIMU TOJIBKO HA S9KCITOPT

HmxeykasaHHas MpOXYKLUS IIAHKPYETCS IPOU3BOIUTECS Ha npeanpustan Boxxapn Jlumuren,
yuactok Ne 87-A, Cunsep Unmactpuan Ucreiit, Bxumnop, Haau aman - 396 210 B
COOTBETCTBHY C JIMLEH3HeH Ha mpousBoacTso Ne DD/62, ®opma 28, feficTBATeNBHOM 110
31.12.2016 1.

IIPOIVKIUA YKA3AHA B ITPUJIOXXEHWHU C u C(1)

1. METAMM30JI HATPHUS, IATOG®EHOHA I' UAPOXJIOPU Y ®EHIINBEPUHUS
BPOMMJ MHBEKIINHN

CITA3I'AH MTHBEKIIUN TOJIBKO HA 9KCIIOPT
Onwmu M7 conepKur: (Tonbko 15 STHKETKH M YITAKOBKH)
Meramuson Harpus 500 mr
ITuropernona runpoxmopun 2,0 mr
DennuBepyuHus GpoMus 0,02 mMr
Bona mns unsexumii q.s. no 1 mn
Pasmep ynakosku: amnyna 5 mn Cpox xpaHeHus: 36 MecsLes
3ASIBJIEHUE

1. BeunenepeuncienHnsie  JekapcTBEHHBIE CPEACTBA  SBJAIOTCH  €AWHCTBEHHBIMH,
HaMCYCHHBIMI B HACTOSIIEE BPEMs I POM3BOACTBA. MBI rapaHTHPyeM TO, YTO HAMHU He
OyLyT NPOM3BOIMTHCS HUKAaKde NOGABICHHS MIH MCKIIOYCHHS B MX penentypy 6e3
IIPEAIBapUTEIILHOTO paspertenus JIneH3upyIouero opraxa.

2. Mbs1 Gepem Ha ceOst 06s3aTeNBCTBA COBITIONATH BCE MONOKEHHS JNEHCTBYIOMUX 3aKOHOB U
TICPHONMHIECKAC NPHHUMAEMBIE IIOCTaHOBNeHUs  JlummeHsupyromero Opraa u He
IPOM3BOMUTL  KaKyIO-MHOO MPOYKIMIO IIOJ HA3BAHMEM, IPHHALJIEKAIIIM Ipyromy
IIPOM3BOAUTEIIIO.

3. Hactosamum o6s3yemcst, uto Mer He Gyzem NPOU3BOIUTE, MPOAABATH MM PACIpPOCTPAHATD
KaKue-100 ICKapCTBEHHBIE M KOCMETHYECKHE CPE/ICTBA, AXKe SCIIH OHH OyIoyT BKIIOYEHEI
B YIBCDXIEHHBIH CIHCOK IIPOJYKIMH, B CJIy4ae eCAH OHU OymyT 3ampelieHsl
Jluuensupyromum OpranoM winu Konrponepom Jlekapcrsennsix Cpencts Mupuns), nnm
IIpaButenscrBom MHmuu.

4. HasBauus TOproBBIX MapoK, OpUTHHAI-MAKETEI H IH3aiiH IPOXYKIHUH, IPEACTABIsIEMbIE Ha
omoOpeHHe B paMKax HAaCTOSIIEMH 3A9BKH, HE SABJAIOTCS KOIHAMU IPYTHX M3nenuit. Taxke
SaBJEM, YTO JaHHBIE MM aHATIOTHYHBIE TOPIOBHE MAPKHU, OPHIHHAI-MAKETH ¥ JU3aHHbI
HE UCIIOIb30BATHCE APYTUMH IPOM3BOUTENSIMH, HACKOJIBKO HAM H3BECTHO. ECiu TOPrOBBIE
MapKH, OpUTHHAI-MAKEeThl ¥ TU3aiHbl Hallel IPOAYKIUH OKaXYTCS UMUTAITHSH HITH 6ynyT
KaKuM-1160 06pa3oM MOXOKH Ha Jpyrue IpenapaTsl, U3TOTOBJICHHEBIE APYrof KOMIIAHWMEH
paHbIIC HAC, KOMHIAHHI  00sA3YeTCs OCTAaHOBHUTH COBIT JUIH JUCTPHOYIUIO Hallel
NPONYKIHH, H MBI CO3HAEM, 9YTO B ITOM Clydae MBI OyNeT HeCTH IOPHINYECKYIO
OTBETCTBEHHOCTb.




5. MBI HACTOSIMM TapaHTHPYEM TO, YTO NMPOH3BOAMMAS HAMH IPOIYKIHS, Pa3ararolasics
0[] BO3JICHUCTBHEM TeIIa, OyNeT MPOXOUTH MCIBITAHMUA HA CTaOMIBHOCTH B TEUCHHUE, IO
MEHBIIEH Mepe, OJHOrO rofa NPH NEPHOAMHYECKOM TECTHPOBAHHMHM HE MEHee TpeX ITapTHif

* KaXIOH IIPOAYKIIUH, C IPENOCTABICHAEM OTYETOB JIMIIEH3UPYIOLIEMY OpraHy.

6. Hcronbsyemble B hopMyIte TPAHCIIOPT, BCIOMOTaTeNbHbIE BEMECTBA U TOGABKH SIBISIOTCS

6e30I1aCHEIMHU IIPH HX IIPEMEHEHNH [10 Ha3HAYCHUIO U B PEKOMEH/IyeMBIX YCIOBUSIX.

Or umenn «Boxxapn Jlumureny
/noonuce/

JlanmuT Arrapsain

JIOMKHOCTHOE JTUII0 C HPABOM IIOJIIHUCH

/noonucwe/
Oprat no JInuensuposanuro JlexapeTeeHHbix CpencTs
Henaprament Konrpons Jlekaperennbix Cpeacts

C.T., JAMAH 1 11V, TAMAH
17 nexabps 2014 r.

Ileuats:
Jlunensupyromuii opran
V.T. Haman u quy
Haman

ITewats

Horapuyc

[IpasuTenscTBo Maxapautpa
I''"X.Hlykna

Oxpyr: Bonswmoit MymGan
Per.Ne 121/84

ITeuars:
BombGefickast TOproBo-npoMBIILUIEHHAS TajaTa
1836




Ne DCD/D&D/1.A/2014-2015/122

Apvumnctpauns Jaman u Tuy (C.T.)

Opran no Jluuensupopanuto JlekapcrBeHHBIX CpeicTB
Henaprament Kontpons JlekapctBeHHbIX CpesicTB
Lenrp ITepBuunoit Meanuunckoit oMoy

MOTH JAMAH - 396220

Hara: 11.12.2014 1.

Kowmy:

BOKXAP/J JIUMHUTE]

87-A, Cunep Unnmactpuan Ucteiir,
bxumnop, Haun Taman — 396 210

Tema: - 3aK0H 0 JIeKapCTBEHHBIX U KOCMETHUECKHX cpencteax 1940 r. u [Ipasuna K Hemy

Pa3spemenue Ha mpoyM3BOACTBO HOMOMHUATENBHON OPONYKIHH 110 JInnensusm Ne
DD/61 u DD/62, neficteutensueM mo 31.12.2016 1.
Kacarensno: Bame nucemo Ne 6/1 ot 23.06.2014 1.

lNocnona,

Coobwaro, uTo Bam naeTcs paspeluenue Ha IPOM3BOACTBO U BEIBOJ HA PBIHOK CIEyIONIeH
NPOAYKINH, IEPEIMCICHHON B CIIMCKE NOMOIHHTENIBHOM IPOAYKIHH, IPEACTABICHHOM BaMu
BBIIIEYKAa3aHHBIM IIHCHEMOM.

[1] CTTASTAH MHBEKLIUM [TOJIKO HA DKCIIOPT] [TOJIBKO JJIS STUKETKH U
VITAKOBKH].

Paspemiense Ha naHHyIO MPOAYKIMIO BEITONHEHO C YCIOBHEM COGIIONEHHS CIIEAYIOIINX
TpeboBanmii:

1) Ilpomyxuus momxHa O651Th Ge3omacHoi 1 3 (eKTHBHOM.

2) Tlpexne yeM BEIBOIHTH MPOMYKIHIO HA PIHOK, BEI 10KHEI yOemuTECS B TOM, 9TO
HPOAYKIHS COOTBETCTBYET MOJIOXKEHHAM IIpaBuiI 1o JlekapCTBEHHBIM M KOCMETHYECKUM
cpenctsaM 1945 r. (B meficTByromieii pefaKii), KACAIONIXCS BOIPOCOB MapKUPOBKHU
J@HHOH MPOYKIIHH, & TAKKe HOATOTOBHTH [IEYATHEIE STHKETKH Ha IPOLYKIIHIO,
COOTBETCTBYIOMIME NeiCTBYromeH penaxiuu [Tpasuna 96 [IpaBun o NexapcTBEHHBIM 1
KOCMETHYECKUM cpencTtBam 1945 r., Tpebyromiee uroOs1 cOGCTBEHHOE HAMMEHOBAHHE
JICKapCTBEHHOTO CPENICTBA YKa3bIBAJIOCEH (0JIee 3aMETHO, & TOProOBOE HaUMEHOBAHHE,
€CIIH KIMEETCH, YKa3hIBAJIOCh HENOCPEACTBEHHO 33 HIIH 0] COOCTBEHHBIM
HaMMEHOBAHHEM.

3) B ciyuae HoBBIX JTeKapCTBEHHBIX CPE/ICTB B IPUMEHEHAH IMTpasuna 69-B Ipaswn no
JICKapCTBCHHBIM 1 KOCMETHIECKIM cpenctBaM 1945 r., Heo6X0AMMO Oy dHTS
paspelICHAe Ha UMIIOPT ChIpbs y KonTponepa nexkapcrBenusix cpencts (Munus), Hero-
Henu, xak ato onpexneineno [Ipasumom 30 (A).

4) Paspemienne BBIIACTCS UCKITIOUHTENHHO HA OCHOBAHHH IIOOXKEHHH 3aK0Ha O
JCKapCTBCHHEBIX M KOCMETHYECCKUX cpencTBax 1940 r. u He ocBoboXxmaeT Bac oT
OTBETCTBEHHOCTH 32 IOJIYYECHHE PaspelIeHU Ha IEPEUHCIEHHYIO IPOAYKIHIO B
COOTBETCTBUH C JIOOBIMY HOPMATHBHEIMH aKTAMH HIIH IPETTHCAHMAMY WK [IPAKA3AME
KaK IpaBUTEIbCTBA LITATa, TaK U IEHTPAILHOTO IPABUTENBCTBA, UCIIONHEHNE KOTOPHIX
KOHTPOJIMPYETCA KaKHMH-THO0 opranamu. KpoMe Toro, BEI HOHKHE HONYYHTS
Pa3peICHUsI 10 BBIBO/A IIPOAYKIMHY HA PHIHOK.

5) Mo BEIBOZA HAHHOM IPOJYKIHUH HA PHHOK BEI TOMIKHEI 06eCIeUnTS cobroenne
nosoxeHui [IpuKasa 1o eKapcTBEHHBIM CPENCTBaM (KOHTPOIb neH) 1987 r.

A B




6) Komnanus nommkHa cOOMIOAAT YCIOBHS, ONpeAcNeHHble [ TaBHBIM yrpaBiesneM Muann
110 KOHTpoJIro ekapcTBeHHBIX cpeacts (DCG(I)), Heto-emu, mucesmo Ne///.
- 7) Ecmm xaxoe-mu60 Bospaxenue OyneT momyueHo ot I'1aBHoro yupasienus VHIUY 10
' KOHTpOJIO JeKapcTeerHbx cpencts (DCG(I)), Heo-Jlemu uin ;mo60ro Apyroro
KOMIIETEHTHOT'O OPraHa B COOTBETCTBHH C 3aKOHOM O JIEKAPCTBEHHBIX H KOCMETHYECKHAX
cpeactax 1940 r., Bam Gyznetr Heo0X0IMMO BBIBECTH CBOIO HPOYKIIHIO C PHIHKA, &
JanpHeHIIee MPOU3BOACTBO MOXKET OBITh IIPEKPAINeHO / IPHOCTAHOBIIEHO
HIDKETIOATIACABITHUMCA.
YTBEpXKICHHBIH OPUTHHAIBHBIHN IIepedeHb NPOIYKIIMH BO3BPAIIAETCS HACTOSIIMM [THCHMOM.
ITonTBepauTe ero moyryueHue.

HpnnomeHHe: CM. BBIIIC.

C yBaxxeHHEM

/noonucwe/

(m-p Axapmerr Arpasain)

OTBETCTBEHHEIH 3a JIMLIEH3UPOBaHUE JTIEKAPCTBEHHBIX CPEICTB
CT Naman u quy

Jaman

TTeuats:

Horapuyc

INpaBurenscTBo Maxapauirpa
I'' X.yxna

Oxkpyr: Bonbwoit Mym6au
Per.Ne 121/84

Iltamm:

Konus nacrosmero 1okymeHra/ceptrudukara

3aperucTpuposaHa B bombekHckol ToproBo-npoMBILILIEHHOR MaiaTe
/moxmuce/

Tloanucs JOMKHOCTHOTO JIHLA

Bomb6etickas ToproBo-npoMBILLIEHHAs NaiaTa

Per. Ne 8339  [lara: 20 anpens 2016 .

ITeuats:
bombeiickas ToproBo-npoMbllLIeHHas NaJ1aTa
1836

ITramm:

CBUJETEJILCTBYETCA BEPHOCTD KOITUU
/mopnuce/

I' X.1yxna

Hotapuyc Bonbmoro Mym6Gas

Jhxarnam6a bxaean, 1-# sTax

baanarpao Kagam Mapr Jloyap Iapen

Mymbaun — 400 013

20 anpens 2016 .

ITsaTe rep6OBBIX MAPOK HOTAPHATLHOTO MPUMEHEHHA




Yetripe nevarn HoTapuyca:
Hotapuyc

IlpasurenscTBO Maxaparpa
I' X.Ilykna

Oxpyr: Bossmoit Mym6Gau
Per.Ne 121/84

I Trami;
MuHHCTEPCTBO HHOCTPAHHEIX [IE)T HE HECET OTBETCTBEHHOCTH 34 CoZiep KaHue JOKYMEHTOB.

AIIOCTIIB

(Taarckas KoHBeHIMA 5 oxTaGps 1961 r.)
Crpana MHIA
Hacmonwuii ogpuyuansusiii dokymenm ommocumen K muny:
KOMMEPYECKUI1 JIOKYMEHT
Beiman BOKXAPX JINMUTE]
Iomnmucan  IIOMOIITHUKOM JTUPEKTOPA
Cxpenren nevatsro/mramnom: BOMBEMCKOM TOPI'OBO-ITPOMBIILIJIEHHOM TTAJIATEI

YAOCTOBEPEHO
Pykosomutenem cexuun(Ol) MUHUCTEPCTBA NTHOCTPAHHBIX JEJI
06 mas 2016 r. B HBYO-ZEJIH, UHTUSA
Per. Ne MHMC0015007416

Hoamuce:

/momruce/

(KAJITIMHA XYMIIAJT)

I'maa otnena (Arrectanus)
Munucrepcrso MHOCTpanHex Jlen
Hsro-Ienn

Ileuats
MunuCTEpPCTBO MHOCTPAHHEIX JET
ITpaBurenscTeo Munun

ITepeBen ¢ aHIHICKOrO A3BIKa HA pyccxm‘fl/aebnc nepeponuuK Escrikos Bragycnas Biagimupopuy
A __\__‘E

il




Poccniickag ®enepauus, ropox Mocksa.
IlepBoro uMwHS JBe THICAYM MECTHAALATOr0 roja.

S, KonometitieBa Kupa BacuibeBHa BPEMEHHO HCTIONHAMOMIAs 00A3aHHOCTH HOTapUyCa
r. Mockest Uyruna IOpus Bacuibepnya, CBUACTSIBCTBYIOTIOATAREOCTE MOANUCH,
crienanHoi mepeBoxunKoM EBcukoBbM BramuciaBoyt Bn&umpoanqem B MOEM
IPUCYTCTBHH. OQ-'

i

JIM4HOCTD €r0 yYCTaHOBJICHA. ~Ke - L

3aperucTpupoBaHo B peecTpe 3a No I~ ACFF

Bspickano o Tapugy 100 pyonei

BpemeHHO uc oImas 00A3aHHOCTH HOTapuyca

ok S 5 I Besro npmwypopano
bz S& IPUHYMODOEAHO # CKpenneHo
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