JTEKJIAPAIISA O COOTBETCTBUH

JEKJIAPAHT, NPUHUMAIOIIUAN TEKJIAPAITAIO O COOTBETCTBHU
340 "TOPPEHT ©®APMA"

Caedenus o pezucmpayuu opzanuzayuu. Mescpationnan uncnexyus Pedepansnou Hano2o6ou caycbvt Ne 46 no | |
2. Mockee 28.07.2005, OI'PH 1027739100553, oama npuceéoenua OI'PH 21.08.2002.
Aopec: 117418, Mocksa, yn. Hosovepemywrunckas, 0. 61. Tenegpon: 8(495)258-59-90.
B auye: I'enepanvhneiti oupexmop Azpasan Cynpum Cyuun

Hosepennoe nuyo: Moxan Awum, dosepennocme Ne77AE6020040 om 20.05.2015

3ASIBJSIET, UTO
aexapemeennoe cpedcmseo: CRasManun, pacmeop O BHYMPUBEHHO20 U BHYMPUMbBIULEYHO20 B6E0EHUA 5 MJL, AMNY/ib]

memHoz0 cmekad (3), ynakoexu suetikogole konmypuuie (1), nauku kapmonnoie, pez Ne IT NO15008/01 om 22.04.2008
(dama zamenei 30.03.2017) evidano Toppenm ©apmacviomuxanc Jimo, cepus W455F014, napmus 10745 ynaxosox,
2oden do 31.01.2022, npouzsodcmea Toppenm Papmacviomuxanc JImo., no koumpaxmy na: Campyox
@apmacviomuxans lem. JImd., Hundus, Samrudh Pharmaceuticals Pvt. Ltd., Plot

No.J-174,J-168,J-168/1, MIDC, Tarapur, Boisar, Thane 401506 Maharashtra State, India koo OKIT[J2 21.20.10.232, ko0
TH B3 3004490009, konmpaxm Ne 31/TPLI/TP om 01.06.2018, uneouc Ne 9016028308 om 30.03.2019

COOTBETCTBYET TPEBOBAHUSIM
T N015008/01-230710 uzm. Ne -3

JTEKJAPAIIUSI IPHHSATA HA OCHOBAHUH
npomoron ucneimanui Ne 27434 om 30.05.2019 Jlabopamopueit yeump OO0 "UKK OHL]", ammecmam
axxpedumayuu POCC RU.0001.21PK75, Cepmughukam POCC IN.@MI11.C85489 om 30.05.2019

futk

MOAIHCE D.1.0

MoxaH ALIKMT = =

o GO P

CBEJIEHUSA O PETHCTPAIINA

OPIAH MO CEPTUOUKAIIAA, 3APETACTPHPOBABIIHIA JAEKJAPAIITAIO

RA.RU.11®MI1 OPIAH 110 CEPTHOHKALJHH ITPOLYKIHH OFILECTBO C OIPAHHYEHHOH
OTBETCTBEHHOCTBIO "OOPMAT KAHECTBA", adpec opeanuzayuu ;. 109428, 2. Mockea, 1-viii Bazosckuii
npoeso, 0. 5, emp. 1, adpec opzana no cepmuguxayuu: 129626, 2. Mockea, 1-aa Mumuwunckasn, 0. 25, mea,

(495) 783-19-08

| AEKJIAPAIIUSI O COOTBETCTBHU 3APETHCTPUPOBAHA N POCC RU J-IN.®@M11.A.25547/19

TA-RELUCTPALIUH 30.05.2019

i

SApowenko M.A.

NoANuUch Pyxkosoaurens OC




. Torrent Pharmaceuticals Ltd.
Toppent ®@apMackOTHKAIC JITa.

Torrrent House
Off Ashram Road, I 'P I
Ahmedabad-380 009

Indrad-382721, Dist. Mehsana, India Wnapan-382721, Jluct. Mexcana, Hnas };ldia ——
Toppent Xayc Obd Aupam Po en.:
o, T (079) 2658 3060 =L
HHaua axc: (079) 2658 2100 it
Quality Control Laboratory /JlaGopaTopHsi MO KOHTPOJIIO KAUECTBA
CERTIFICATE OF ANALYSIS / CEPTHOUKAT AHAJIU3A
Name of Product SPASMALIN Injection (5x5 ml) Specification L10448
Haspanue npenapara CIIA3BMAJTHH, pacTsop As BHYTPH- No.Creunduxauns Ne:
BEHHOro H BHYTPUMbILLEYHOr0 BBECHUSA (5x5 ma)
Material No: 5510029 Version No: 7
Ne mMarepHana: Bepcua Ne
Generic name: Metamizole Sodium, Pitofenone Hydrochloride, Fen- Mfg.Lic.No.: KD-2035-A
piverinium Bromide No pomM3B. JIHLUEH.
Each ml contains: Inspection Lot No. 890000053271
Metamizole Sodium B.P......ooviiininnn 500 mg Ne HHCIEKUHOHHOIO JIOTA
Pitofenone hydrochloride. .. ...coooovviiiiiineonnn 2 mg Batch Size: §3725.000 Amp/amn
Fenpiverinium bromide...........coovreeiananns 0.02 mg PasMep CepHH:
Ienepuueckoe UMA: MeTaMH30N HATPHS, nuTodeHoHa rHAPOX.I0- Date of Receipt: 30.03.2019
pua, dpeHnHBepHHUA Gpomua JlaTa nosiy4eHHs:
Kascaplit MAJITHIMTP PacTBOpa COLEPIKHUT: Mfg.Date: 02.2019
Meramuson HatpHst B.P...ooovnien 500 mMr JlaTa BBUTYCKA:
MUTOQEHOHA THIPOXTIOPHIL 1vvvcvvveersrmeersasrannne: 2wmr Exp.Date: 31.01.2022
ennmUBEPHHHA GPOMUIL ..ovvvvvnrnmeaneenririnneeree 0,02 mr Tozen 10 (BKIL)
Batch No.: 'W455F014 Samle quantity 200.00 Amp/amn
Cepusn Ne: Pa3smep npoObl.
Manufactured by: Torrent Pharmaceuticals Ltd., India under contract Analytical Report No.: 890000053271
at: Samrudh Pharmaceuticals Pvt. Ltd., India Ne Ananusa:
[Tpoussoputens: ToppeHT dapmaceiotukanc JIta., Mnaus, no koH-
rpaxry Ha: Campyax PapMacsiOTHKAN3 Nsr. Jiva., Uaaus
Analysis as per: RLT / 1404 Report Date: 01.04.2019
AHanu3 no: Jara aHanmsa:
TESTS LIMITS RESULTS
HCNBITAHUA IPEJEJIbI PE3YJIbTATEL
Description A clear, light xellow to yellow coloured solution. | A clear, light yellow coloured solution
Onncanne [Npo3pa4ublfi PacTBOP OT CBETJIO-XKEATOrO 1O [Ipo3pauHbIl PacTBOp CBCTIO-KENTOTO

ENTOrO LBETa.

1[B€TA.

Identification /IloATHHHOCTE

Metamizole Sodium (By colour | When dilute HCL and potassium iodate solution | When dilute HCL and potassium iodate

reaction) / are added a crimson (dark red) colour is pro- | solution are added a crimson (dark red)
duced colour is produced.

MeTtamu30 HaTpus (LBeTHas [Tpu nobamneHuH pa3baBieHHON KHCNOTHI XJ0- TIpu goGaBneHHH pa3baB/ieHHON KHCTO-

peakums) DHCTOBOZIOPO/IHOM W pacTBOpa Kanus Honata | Tl XTIOPHCTOBOJIOPOAHOH W pacTBOpa
MOARIAETCHA TEMHO-KPACHOE OKpALIMBAHHE, KaTHA WOJaTa [OABJAETCH  TEMHO-

Pitofenone HC1 (By spectro- Test solution as described in the “Assay” range | Test solution as described in the “Assay”

photometry) of 190 to 380 nm exhibits max at 2902 nm range of 190 to 380 nm exhibits max at

TuToeHOHa TMAPOXIIOPHIL CreKTp HCTBITYEMOro pacTeopa, MPHroTOBEH- 290 nm

(CniextpodoTomepus) HOTO MO MeTOAMKe pasjena «KonuuectserHoe | CrnexTp WCHBITYEMOro pacTBopa, MpHro-
onpezeneHne», B o6nact oT 190 um go 380 HM | TOBNEHHOrO MO METOAMKE pasaena «Ko-
yMeeT MakcuMyM npH 290 + 2 uM. /THMECTBEHHOE ONpPEENEHREY, B 6_6}féém

npu 2902 HM. /J/ SR 2
Fenpiverinium Bromide (By When dye solution is added (as described in the | When dye solution i§'added (as described”’}
colour reaction) / “Assay”) the chloroform layer acquires green in the “Assay”) the/¢hloroform layer ac- |
dennusepuHns GPOMII colour quires green colourt| | * .
(upeTHas peakuus) TIpH MpoBeNEHHH HCMBITAHKA N0 MeTOMuKe pa3- | T1pu NpOBENSHHH J[TLITAHMA 110 METO-
nena «Konn4ecTBEHHOE ONPENENeHHEN XII0po- IMKe pajfena «KonnuectBeHHOE onpe-

GOpMHEIH CTIOY OKPAWMBAETCH B 3EMCHBIH UBET. | ACTCHACY xnopod:opﬁ;km CIoT oKpas.

KpacHO€ OKpamHBaHHE.

ot 190 um o 380 HM/

IIHBAETCS B 3e/MeHbIM BET: '/ o o ot

o .

m
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Torrent Pharmaceuticals Ltd.

Torrrent House

Off Ashram Road, T PL
Toppent ®apmacesoTuraic Ja. Ahmedabad-380 009
Indrad-382721, Dist. Mehsana, India  Mrnpan-382721, Tiver. Mexcana, Mnnua India
To P Ten.. (079)2658 5090
i gowg 2658 3060 torrenf-
Whaun Waxc: (079) 2658 2100 FHERTS
Quality Control Laboratory /JIaGopaTopHs M0 KOHTPO/II Ka4eCcTBa
CERTIFICATE OF ANALYSIS / CEPTUOHUKAT AHAJIM3A
Name of Product SPASMALIN Injection (5x5 ml) Specification L10448
HassaHHe npenapara CIIAZMAJIHH, pacTBOp ANSl BHYTPU- No.Crenudukauns Ne:
BEHHOr0 H BHYTPHMBbILIEUHOI0 BBEACHUSA (5x5 ma)
Material No: 5510029 Version No: 7
No Marepuana: Bepcus Ne
Generic name: Metamizole Sodium, Pitofenone Hydrochloride, Fen- Mfg.Lic.No.: KD-2035-A
piverinium Bromide Ne npoM3B. TMLEH.
Each ml contains: Inspection Lot No. 890000053271

Metamizole Sodium B.P........oovvvieniiinns 500 mg No HHCTIEKLIMOHHOTO JIOTA
Pitofenone hydrochloride............ooooveviiivreene 28 Batch Size: 53725.000 Amp/amn
Fenpiverinium bromide............ccoiviiiiiaenen 0.02 mg Pasmep Cepuu:

T'enepuieckoe nms: MeTamuion HATPHs, NUTOGEHOHA FHAPOXI0- Date of Receipt: 30.03.2019
pua, pennuepurnsn Gpomua JlaTa noyry4eHHs:
Kaxasiii MAJTHIATP pacTBOpa COACPKHT: Mfg.Date: 02.2019
MeraMH301 HAaTpHA Bl 500 mr ﬂm‘a BhIMYycCKa:
MHTO(PEHOHA FHAPOXTOPHI «.vvvnvnrrennriinaniinses 2mr Exp.Date: 31.01.2022
QCHIMUBEPHHHS GPOMHI ...vvvvvevevernes e 0,02 MT Coxen ao (BKiL)
Batch No.: W455F014 Samle quantity 200.00 Amp/amMn
Cepus No: Pasmep npobbl:
Manufactured by: Torrent Pharmaceuticals Ltd., India under contract Analytical Report No.: 890000053271
at: Samrudh Pharmaceuticals Pvt, Ltd., India Ne Ananusa:
IIpoussoautes: ToppenT PapMachiOTHKAIC Jita., Uuaus, no KoH-
tpakty Ha: Campynx @apmackioTHKaN3 Mer. JiTn., AHaus
Analysis as per: RLT / 1404 Report Date: 01.04.2019
AHaJIH3 10:_ Jara aHanu3a:
TESTS LIMITS RESULTS

HCOBITAHUA MPEJEJIbI PE3YJIbTATBI
pH 6)0'7:0 636
Extractable volume Not less than 5.0 ml and not more than 5.75 ml win il Fkit
Hasnexkaembiii o6bem He menee 5,0 ma 1 He Goaee 5,75 Mi i
Sterility (by membrane filtra- Should be sterile Complies
tion)
CTepHiabHOCTh (METOL MEM- PacTBOp JOMKEH OEITE CTEPHIBHEIM CooTBeTcTBYET
6panHoi QHILTPALHH)
Bacterial Endotoxins Not more than 0.14 EU/mg of Metamizole sodium < 0,14 EU/mg
Baktepuaibibie oHnoTokeunn: | He Gonee 0,14 ED/Mr MeTaMu30Na HaTpHa < 0,14 E3/Mr

Particulate matter

MexaHn4yecKHe BKIIOYEHHT

Visible particles

The solution should be free from visible particu-
lar matter

Subvisible particles

10 mem counts < 6000 per 1 container

25 mcm counts < 600 per 1 container

BHIHMEIE MEXa8HHYECKHE BKIIHOUCHHA JOJLKHbI
OTCYTCTBOBATE.

HepnauMbie MEXAHWYECKHE BKIIOUEHHS

Yactuu paamepom 10 Mxm < 6000 B koHTelHepe
YacTHu pasMepom 25 mxm < 600 B KOHTeHHepe

Solution is clear and free from any par-
ticulate matter

293.67 particles/container
17.33 particles/container
BuauMble MEXaHHYECKHE BKITIOUYEHHA
OTCYTCTBYIOT .~ ",

293,67 wacTuil 8 kokreHHepe

Related Impurities
4-methyl amino antipyrine

Not more than 2.5%

17.33 yacTHI B KOHT
7 e .

202%

PoacTBeHHbIE NpHMECH

4-MeTHIaMHHOAHTHITHPHH He 6onee 2,5%

Assay (%) el Prr At
Metamizole Sodium 90.0 to 110.0 of label claim 63 T%0 5
Pitofenone HCI (%) 90.0 to 110.0 of label claim 98.90%

Reviewed by / [IpoBepeHo Approved by / YTBepxaeHo

Name:/ Mms: Hitendrasinh Solanki/Xutenapacunx Co-
JIAHKH
Date:/Jlata: 30.03.2019

Name: /Mms: Divyakant Rana//lupskan Pana

Date:/IJara: 01.04.2019
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- Torrent Pharmaceuticals Ltd. ;‘;r":s';l‘rfn‘:“;za ] TPL
Toppent ®apmaceroTukasc Jlta, Ahmedsbad-380 009
Indrad-382721, Dist. Mehsana, India  Fnapax-382721, Jluct. Mexcana, HHans  India
Toppeur Xayc Odd Awpam Poya, Ten.: (079) 2658 5090
AxmesaSan-380 009, (079) 2658 3060 torrent-
Huous Daxc: (079) 2658 2100 FARmn

Quality Control Laboratory /JIa6opaTopxs no KOHTpPO/TI0 Ka4ecTBa
CERTIFICATE OF ANALYSIS / CEPTHOHKAT AHAJIM3A

Name of Product SPASMALIN Injection (5x5 ml) Specification L10448
Hassanue npenapara CIIA3BMAJIMH, pactBop aAnsi BHYTPH- No.Crneundukauus No:
BEHHOr0 H BHYTPHMbIIIEYHOT0 BBeeHus (5x5 ma)
Material No: 5510029 Version No: 7
Ne marepuana: Bepcus Ne
Generic name: Metamizole Sodium, Pitofenone Hydrochloride, Fen- | Mfg.Lic.No.: KD-2035-A
piverinium Bromide Ne nponss, auuen.
Each ml contains: Inspection Lot No. 890000053271
Metamizole Sodium B.P................ccoceiiinnin, 500 mg Ne HCNEKLIMOHHOrO NOTA
Pitofenone hydrochloride...........................0. 2 mg Batch Size: 53725.000 Amp/amn
Fenpiverinium bromide............................... 0.02 mg PasMep cepii:
Cenepueckoe nma: MeTaMH30.1 HATPHS, MTHTOGEHOHA rHAPOXI0- Date of Receipt: 30.03.2019
pHa, peHnueepHHun Gpomun aTa [OJNYMEeHHA:
Kaxslif MHITUIUTD pacTBOpa COAEPHkKHT: Mfg.Date: 02.2019
Meramuzon HaTpHA BiPocvnimmniivsssseans SOUMDP ATa BhINYCKA:
MHTOQEHOHA THAPOXMOPHI 1.vcvveevrerrnarnaesnnenns 2wmr Exp.Date: 31.01.2022
(eHMUBEPHHHES GPOMU ... vveeveenssnarean, 0,02 mr T'oxen o (Br.)
Batch No.: W455F014 Samle quantity 200.00 Amp/amn
Cepusn Ne: Pa3mep npoGsi:
Manufactured by: Torrent Pharmaceuticals Ltd., India under contract Analytical Report No.: 890000053271
at: Samrudh Pharmaceuticals Pvt. Ltd., India Ne Ananuza:
Ilponssontens: TopperTt ®apmacsiotnkanc JIta., Huausa, no kox-
TpakTy Ha: Campynx PapmacsioTukans ITer. Jita, Hinus
Analysis as per: RLT / 1404 Report Date: 01.04.2019
AHanu3 1o: Jlara aHanu3a:
TESTS LIMITS RESULTS
NCIIBITAHHUA IPEJEJIbI PE3YJbTATbDI
Fenpiverinium Bromide 90.0 to 120.0 of label claim 101.64 %

(Each ml contains:

Metamizole Sodium B.P. 500 mg
Pitofenone hydrochloride 2 mg
Fenpiverinium bromide 0.02 mg)
KonnuecreenHoe onpeaeienne

Metamuzon HaTpus Ot 90.00 no 110.0 % OT 3a%BAEHHOTO KOMMYECTBA 100.31 %
IMurodenona ruapoxnopua O190.00 mo 110.0 % 0T 3a5B/EHHOTO KOMHYECTBA 98.90 %
Dennusepurns GpoMHa Or 90.00 o 120.0 % OT 3a3sBNEHHONO KONHYECTBE 101.64 %

(Kaxmpiii M cofepiKuT:
Meramuson Harpus B.P 500 mMr
[uroteHoHa ruapoxnopua 2 Mr
MdennmnsepuHus 6pomun 0,02 Mr)
Colour (by spectrophotometry) | Absorbance at 410 nm should be not more than

0.25 0.076
IBetnocTk (CnextpodoTo- Onruueckas nioTHOCTL pacteopa npu 410 Hm
METPHYECKHI) JomiHa 6erTe He Gonee 0,25 e
Clarity / Ipo3pa4ynocTts Solution should be clear / Pactsop nomken 6uite | Solution is clear / PacTBop npospaubii.
TpO3payYHbIM / LI T 270N
Remarks: Complies as per L10448 Specification TIpumeyanue: CooTBeTCTBYET cneuHdHKALUHH L10448
Sampling Plan: Z001 Tnau ot6opa o6pasuos; Z001 , ;
Issued To Plant Q.A. Beinaro B Otnen ofecnedenns kavecTsa npeAnpUsTHS /
Note: Complete testing to be done at this stage, no any ITpumeuanue: AHamu3 MO BCeM MOKA3aTENAM NPOBOAATCA Ha JNaHHOM c'ra,uuﬁ JGca
test results to be taken from SFG stage NEpEH0Ca Pe3yNbTATOB HCNEITaHKH HEPaCacORAHHOID, IPOAYKTA /

Reviewed by / [IpoBepeHo Approved by / Vteepxneno

Name:/ Mms: Hitendrasinh Solanki/Xurennpacunx Co- | Name: /HMums: Divyakant Rana/[lusskan Pana

JIAHKH
Date:/[laTa: 30.03.2019 Date:/[Tata: 01.04.2019
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Torrent Pharmaceuticals Ltd. Forrrent House

Off Ashram Road, TPL
Toppent ®apmacsoTakasnc Jta. Ahmedabad-380 009
Indrad-382721, Dist. Mehsana, India Hunpan-382721, [iuct, Mexcana, MUuana  India
Toppent Xayc Odd Awpam Poyn, Ten.: (079) 2658 5090
Axwena6aa-380 009, (079) 2658 3060 orrent-
Huans Dakc: (079) 2658 2100 PHARMA

Quality Control Laboratory /JlaGopaTopusi no KoHTpo.i0 KauecTsa
CERTIFICATE OF ANALYSIS / CEPTUO®UKAT AHAJIM3A

Name of Product SPASMALIN Injection (5x5 ml) Specification L10448
HasBauue npenapara CIIA3ZMAJIHH, pacTsop A48 BHYTPH- No.Crneunduxanus Ne:

BEHHOT0 H BHYTPHMBILLEWHOI 0 BBedeHus (5x5 ma)

Material No: 5510029 Version No: 7

Ne Marepuana: Bepcus Ne

Generic name: Metamizole Sodium, Pitofenone Hydrochloride, Fen- Mfg.Lic.No.: KD-2035-A
piverinium Bromide No npouss. mHueH,

Each ml contains: Inspection Lot No. 890000053271
Metamizole Sodium B.P.............cooeveiiiviinnnn, 500 mg Ne HHCIIEKUHOHHOrO JI0Ta

Pitofenone hydrochloride............................ 2mg Batch Size: 53725.000 Amp/amn
Fenpiverinium bromide.............................. 0,02 mg Pasmep cepuy:

Fenepuueckoe umsi: Meramuion natpus, nurodenona rugpoxao- | Date of Receipt: 30.03.2019
pua, GpennuBepuHHURA GpoMua Jlata nonyueHus:

Kaxaelit MENTUIHTD pacTBOpa coJIepHuT: Mfg Date: 02.2019
Metamuzon Hatpusi B.P........................... 500 mr Jlata BrInycka:

NUTODEHOHA FUAPOXIOPH «ovvvvirrvsevrssessssnssan, 2mr Exp.Date: 31.01.2022
(beHnUBEPHHHA GPOMEL .......vvveeveeeeeese 0,02 mr T'omeH a0 (BKI.)

Batch No.: W455F014 Samle quantity 200.00 Amp/amn
Cepus Ne: Paimep npobi:

Manufactured by: Torrent Pharmaceuticals Ltd., India under contract Analytical Report No.: 890000053271
at: Samrudh Pharmaceuticals Pvt. Ltd., India Ne Ananusa:

Ilponssoantens: Toppent MapMacklOTHKANC JIta., Uunus, no xoH-

Tpakty Ha: Campyax Papmacsiotukans Ilst. JIta., Haus

Analysis as per: RLT / 1404 Report Date: 01.04.2019
AHalIH3 N0 Jara aHanu3a:

Reviewed by / ITposepeHo Approved by / Veepxneno

Name:/ Hms: Hitendrasinh Solanki/Xurennpacuux Co- | Name: /Hms: Divyakant Rana/[Tussxan Pana

JISIHKH
Date:/[Tata: 30.03.2019 Date:/[Jara: 01.04.2019
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