JEKJIAPALIUS O COOTBETCTBUH

JEKJAPAHT, MIPUHUMAIOUIAHA JEKJIAPAIIMIO O COOTBETCTBUU
340 "TOPPEHT ®APMA"

Csedenus o pecucmpayuu opeanusayuu. Mexcpationnan uncnekyun Pedepanvrou Harozo60u cayxucovr Ne 46 no

2. Mockee 28.07.2005, OI'PH 1027739100553, oama npuceoenus OFPH 21.08.2002. |
Aodpec: 117418, Mockea, yn. Hosovepemymrunckas, 0. 61. Teneghon: 8(495)258-59-90.
B auye: I'enepanvnoii dupexmop Aepasan Cynpum Cyuwiun

Hoesepennoe nuyo.: Moxan Autum, dosepennocms Ne77A56020040 om 20.05.2015

3ASBJISIET, UTO |
nexapcmsennoe cpedcmso. Chazmaiun, pacmeop 0N GHYMPUBEHHO20 U GHYMPUMBIUEYHO20 860eHUN 5 ML, AMNYIbL |
memMHo20 cmekaa (3), Ynaxoeku aueikoassie kowmypusie (1), nayku kapmounnsle, pez Ne [T NO15008/01 om 22.04.2008
(oama 3amenvr 30.03.2017) ewidano Toppenm Qapmacviomuxanc JImo, cepusa W455E035, napmus 10665 ynaxkosox,
2oden 0o 30.09.2021, npouzsodocmea Toppenm Dapmaceiomuranc JImo., no konmparmy na: Campyox J
Qapmacstomuxans em. JImo., Huous, Samrudh Pharmaceuticals Pvt. Ltd., Plot ‘ [
No.J-174,J-168,J-168/1, MIDC, Tarapur, Boisar, Thane 401506 Maharashtra State, India koo OKITH2 21.20.10.232, koo
f._‘\TH B3I 3004490009, konmpaxm Ne 31/TPLITP om 01.06.2018, uneoiic Ne 9016027906 om 10.01.2019 ‘

COOTBETCTBYET TPEBOBAHUSIM

[T NO15008/01-230710 uzm. Ne 1-3

JAEKJIAPAIIUSA ITPUHSITA HA OCHOBAHUH

npomoxon uchormanuti Ne 1510 om 18.01.2019 Jla6opamopnuiii yenmp OO0 "LIKK OHL]" ammecmam
axxpedumayuu POCC RU.0001.21PK75, Cepmughuxam POCC IN.®OM11.C79631 om 18.01.2019

JATA TIPHHATHSA JEKJTAPALIMHA 18.01.2019
JEKJIAPAIAA JEHCTBUTEJBHA 0 30.09.2021

ﬂ/ﬁé&fj MoxaH AluT

MO/MKCH ®.U.0 I

CBEJIEHUS O PETUCTPALINH

OPTAH IIO CEPTUO®UKAIIUH, 3APETUCTPUPOBABIL M JEKJAPAIINIO

RA.RU.11®MI] OPIAH 1O CEPTHDHKALIHH ITPOIVKI[HH OFL[ECTBO C OI'PAHHYEHHOFH _
OTBETCTBEHHOCTbBIO "©OPMAT KAYECTBA", adpec opzanuzayuu : 109428, 2. Mockea, 1-viii Bazoecikuii ‘
npoeso, 0. 5, cmp. 1, adpec opzana no cepmugpuxayuu: 129626, 2. Mockea, 1-as Meimuwunckan, 0. 25, mei. ;
(495) 783-19-08 I

JIEKJIAPAHI/IH O COOTBETCTBHI/I SAPETHCTPUPOBAHA X POCC RU JJ-IN.®@M11.A.12059/19

Apouenko M.A.

PyxoBogutens OC




Torrent Pharmaceuticals Ltd.

Toppenr ®apmacbioTukaic Jita.
Indrad-382721, Dist. Mehsana, India

Hnapan-382721, Ouct. Mexcana, Mwaus

Torrrent House
Off Ashram Road,

Ahmedabad-380 009

India

TPL

Toppent Xayc Od Ampam Poya, Ten: (079) 2658 5090 <orrent
Axmena6azn-380 009, (079) 2658 3060
Huus @akc: (079) 2658 2100 PHERMA
Quality Control Laboratory /JIadopaTopHs no KOHTPOJIIO Ka4yecTBa
CERTIFICATE OF ANALYSIS / CEPTUH®UKAT AHAJIM3A
Name of Product SPASMALIN Injection (5x5 ml) Specification L10448
Hassanue npenapara CITA3MAJIMH, pacTBop ans BHYTpH- No.Cneundukaums Ne:
BEHHOI0 H BHYTPHMBbIIIEYHOr0 BBeleHHA (5x5 ma) Poceus
Material No: 5510029 Version No: 7
Ne matepuana: Bepcus Ne
Generic name: Metamizole Sodium, Pitofenone Hydrochloride, Fen- Mfg.Lic.No.: KD-2035-A
piverinium Bromide Ne pom3B. THLEH. ;
Inspection Lot No. 89000005178’

Each ml contains:

Analysis as per: RLT / 1404

Metamizole Sodium B.P.....ooooiiviiiviiiiiiiinnes 500 mg No HHCIIEKIIMOHHOTIO JIoTa b
Pitofenone hydrochloride.........cocoviveiiniiininnes 2mg Batch Size: 53325.000 Amp/amn
Fenpiverinium bromide........................... 0.02 mg Pa3Mep cepHH:
lenepuveckoe umsi: MeTaMH301 HATPUA, NHTOGEHOHA THAPOX.A0- Date of Receipt: 04.01.2019
pui, pennuBepHHHA GpomMua JlaTa nonyyeHus:
Kaxapiii MAJUTHIIMTP pacTBOPa COAEPKHT: Mfg.Date: 10/2018
Meramuzon vatpua B.P.......... .. SRR 500 mr Jlata BEITyCKa: :
MHTOPEHOHA THAPOXTOPHI «..ovvieitiieiiieiianeen, 2 Mr Exp.Date: 30/09/2621
(ennuBEpHHMS BPOMMIT ... ... e 0,02 Mr Comen a0 (8kiL.) e
Batch No.: W455E035 Samie quantity 200 Amp/amn-
Cepns Ne: Pazmep npo6si:
Manufactured by: Torrent Pharmaceuticals Ltd., India under contract Analytical Report No.: 890000051787 77
at: Samrudh Pharmaceuticals Pvt. Ltd., India Ne Ananuza:
Ipowssoautens: Toppent PapmacsioTikanc Jitn., MHans, no kos-
rpakry Ha: Campyax Papmacerorukans st Jita., Hunns

Report Date: 04.01.2019

HEJNTOro LBETA.

AHanus no: Jlara ananusa: R S
TESTS LIMITS RESULTS = =
UCIBITAHHA IPEJEJIbBI PE3YJILTATHI
Description A clear, light yellow to yellow coloured solution. | A clear, light yellow coloured-solution
Onucanue [Tpo3paunbiii pacTeop oT cBetno-mentoro no | Ipospauubiii pacTBOp CBETIO-MKENTOro

LIBETA.

Identification /IlogTMHHOCTE
Metamizole Sodium (By colour
reaction) /

duced
MeraMu301 HaTpus (LBETHAS
peaxiHsa)

Pitofenone HC1 (By spectro-

Fenpiverinium Bromide (By
colour reaction) /
DbennuBepuHua Gpomun
(1IBETHAA peaKLHA)

colour

When dilute HCL and potassium iodate solution
are added a crimson (dark red) colour is pro-

Ilpu nobaenenun pa3baBieHHOW KHMCNOTHI XJIO-

PHCTOROJIOPOJHOM H pacTBOpa Kanua ionara
TIOABJIAETCA TEMHO-KPACHOE OKpaluHBAHME.

Test solution as described in the “Assay”

photometry) of 190 to 380 nm exhibits max at 290+2 nm
IMuTodeHoHa ruAPOXIOPHI CrneKkTp HMCMBLITYeMOTO DacTBOpa, NPHIOTORIEH-
(CnexrpodoTomepus) HOTO MO MeTojMKe pasgena «KonvdecrseHHoe

onpeaeneHde», B 0bnacti ot 190 HM g0 380 HMm
HMEET MaKCHMYM NpH 290 = 2 HM.

When dye solution is added (as described in the
“Assay”) the chloroform layer acquires gpreen

[Ipu npoBeneHnH HCTBITAHKA 110 METOAHKE pas-
nena «KoMH4eCTBEHHOE ONpEIeNeHHe» XJI0po-
topMHBIH o OKpalliMBaETCA B 3€/ICHBIH LBET.

range

When dilute HCL and potassium iodate
solution are added a crimsop {dark.red).|
colour is produced. b2 D

Ilpu nobapsieHun pa3GaBneHHOMN KUCHO-: |
Thl XJIOPHCTOBOJOPOXHOH W pacTeopa
KaIMs HoJaTa TOSRIAETCHA  TEMHO-
KPAcHOE OKpALIHBAHHE.

Test solution as described in the “Assay”
range of 190 to 380 nm exhibits. max.at.|
290 nm i
CriexTp MCNbITYEMOro pacTEOpa, Ipstds:|
TOBJIGHHOTO 10 MeToNMKe pasfterma «Ko-.
JIHYECTBEHHOE OMpE/IeNneHHey, B 06MaC1A
ot 190 uM no 380 HM umeeT MBKCHMYM
npu 290 + 2 BMm.

When dye solution is added (as described
in the “Assay”) the chloroform layer ac-
quires green colour. A
[Tpu npoBenennn MCTTRITAHHA 10
JIHKe pazaena «Konmlmnemio
NeIeHHe» XIT0podhOpMHBIH ot 611]3‘3— ;L'%‘
LIHMBAETCA B 3€NEHBIA LIBET,

Reviewed by / [Tposepeno

Approved by / YTBepaaeHo

Name:/ Uma: Hitendrasinh Solanki/Xutenmpacunx Co-
NAHKH
Date:/Hata: 04.01.2019

Name: /Mms: Divyakant Rana//Iusakan Pana

Date:/dara: 04.01.2019
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Torrent Pharmaceuticals Ltd.

Toppent @®apmacsioTuraic Jita.
Indrad-382721, Dist. Mehsana, India

Unapan-382721, Oucr. Mexcana, Muauns

Torrrent House

Off Ashram Road,
Ahmedabad-380 009
India

TPL

Toppent Xaye Odd Ampam Poya, Ten.. (079) 2658 5090 +orrent
Axwmenaban-380 009, (079) 2658 3060 —
Huana Make: (079) 2658 2100 FHONm
Quality Control Laboratory /JlaGopaTopusi 0 KOHTPOJ0 KaYecTBa
CERTIFICATE OF ANALYSIS / CEPTHD®HUKAT AHAJIM3A
Name of Product SPASMALIN Injection (5x5 ml) Specification L10448
Haspanue npenapara CITAZMAJIMH, pacTsop A1 BHYTPH- No.Creuuguxatmns No:
BEHHOI0 H BHYTPHMBbILLEeYHoro BBefeHus (5x5 mu) Poccust
Material No: 5510029 Version No: 7 .
No Marepuana: Bepcus No ; :
Generic name: Metamizole Sodium, Pitofenone Hydrochloride, Fen- Mfg.Lic.No.: KD-2035-A
piverinium Bromide No pou3E. nHIEH. 3
Each ml contains: Inspection Lot No. 800000051787
Metamizole Sodium B.P..........cooooviiiiiiinnn.. 500 mg Ne MHCNIEKIIMOHHOIO JIOTA
Pitofenone hydrochloride.............cooooeeiiiinnnn. 2 mg Batch Size: 53325.000 Amp/ammn
PFenpiverininm bromide...comamanmmmnnna 0.02 mg PasMep CepHH:
I'evepuyeckoe umsi: MeTaMu30J HATPUA, NUTOPEHOHA rHAPOXI0- Date of Receipt: 04.01.2019
pHa, peHnuBepHHHA Gpomua Jlara nomydenus:
Kaxkau1it MRJUTHIHTD PacTBOPa COMEP:KHT: Mfg.Date: 10/2018
Meramuzon HaTpus - I - 500 mMr Jlata Beiycka: K
OHTOPEHOHA THAPOXAOPH .. evvivnereeeeniiinas 2 Mr Exp.Date: 30/09/2021
thernuBepHHHA GPOMHI .....eovevvvvvnninnnnnnn 0,02 M Toxen 10 (BKIL)
Batch No.: W455E035 Samle quantity 200 Amp/amn
Cepusi Ne: Pasmep npoOsl:
Manufactured by: Torrent Pharmaceuticals Ltd., India under contract Analytical Report No.: 890000051787
at: Samrudh Pharmaceuticals Pvt. Ltd., India Ne AHanuza:
[poussoaurens: Toppent ®apmaceioTHkanc JIta., MHoua, no koH-
TpakTy Ha: CamMpynx ®@apmacsioTukars [1BT. J'IT_,E._, Hunus e TR
Analysis as per: RLT /1404 Report Date: 04.01.2019 e §
AHaJIH3 N0: JlaTa ananuia; C e v i
TESTS LIMITS RESULTS
HUCIHIBITAHNA MPE/IEJIBI PE3YJIbTATKI
H 6,0-7,0 646 aon
Extractable volume Not less than 5.0 ml and not more than 5.75 ml S0l e —
| Mapiekaemblit 00bem He Menee 5,0 mi1 u He Gonee 5,75 Mn ) i 49
Sterility (by membrane filtra- Should be sterile Complies il
tion) 1
CTepHIBHOCTL (METOL MEM- PacTBOp n0/DKEH ObITh CTEPHIBHBIM CoOTBETCTBYET i
OpanHO# GUIBTPALIHH) 1
Bacterial Endotoxins Not more than 0.14 EU/mg of Metamizole sodium < 0,14 EU/mg
bakTepnansusie 3unoTokcunnl | He 6onee 0,14 ED/Mr MeTaMu30.1a HaTpHs < 0,14 E3/Mr

-} Particulate matter

MexaHHYeCKHE BKJIIOYeHHSA

Visible particles

The solution should be free from visible particu-
lar matter

Subvisible particles

10 mem counts < 6000 per 1 container

25 mem counts < 600 per | container

BuauMble MeXaHHYEeCKHE BKIIOYEHHA MOJUKHEI
OTCYTCTBOBATh.

Hepunumeie MEXaHMYECKKE BIJTIOYEHHA

YacTuu pasmepom 10 Mxm < 6000 B koHTEHHEpE
YacTHL pasmepoM 25 MKM < 600 B KoHTelHHepe

Solution is clear and free from any par-
ticulate matter .
-
157.33 particles/containpf~?‘='--s"aiw :

34.33 particles/containér 1
BuiuMble MeXaHHYECKHE BTIONEHHS

OTCYTCTBYIOT

157.33 gacTHn B KoHTeHHEpE | |

34.33 dacThu B KOHTEHHEDE

Related Impurities
4-methyl amino antipyrine

Not more than 2.5%

s

| Date://lara: 04.01.2019

Crpanuua 2 u3 3

PoacreeHHBIE IPHMeECH 153 % S
4-METHIaMHHOAHTHUITHPHH He Gonee 2.5%
Assay (%)
Metamizole Sodium 90.0 to 110.0 of label claim 99.70 %
Pitofenone HCI (%) 90.0 to 110.0 of label claim 97.80 %
Reviewed by / Tlposepeno Approved by / VepskgeHo e
Name:/ Ums: Hitendrasinh Solanki/Xurenapacuux Co- | Name: /Mma: Divyakant Rana//luskan Pana : s
JISHKH ppeme ey B

{ Date:/[ara: 04.01.2019




Torrent Pharmaceuticals Ltd.

Toppenr ®apmaceioTuianc JIta.

Indrad-382721, Dist. Mehsana, India  Huapan-382721, [luct. Mexcana, Hiana
Toppent Xayc Odid Ampam Poya,

Axmenaban-380 009,

Hnous

Torrrent House

Off Ashram Road,

Ahmedabad-380 009

India

Ten.: (079) 2658 5090
(079) 2658 3060

Maxkc: (079) 2658 2100

TPL

=torrent-

PHARMA

Quality Control Laboratory /JIaGopaTopHs 1o KOHTPOJII0 KaYecTBa
CERTIFICATE OF ANALYSIS / CEPTUDUKAT AHAJIU3A

Name of Product SPASMALIN Injection (5x5 ml)
Ha3spanue npenapara CHA3MAJIMH, pacTBop Ajis BHYTPH-

Specification
No.Cneunpuraums Ne:

BeHHOr0 ¥ BHYTPHMbIILIEYHOro BBegeHHa (5x5 ma) Poccun

Material No: 5510029 Version No:
Ne marepuana: Bepcus Ne
Generic name: Metamizole Sodium, Pitofenone Hydrochloride, Fen- Mfg.Lic.No.: KD-2035-A
piverinium Bromide Ne npow3B. JTHUEH.
Each ml contains: Inspection Lot No. 890000051787
Metamizole Sodiimi B P cuavsmemmasamasn 500 mg Nt HHCTeKLIMOHHOIO J10Ta
Pitofenone hydrochloride.......................o.., 2mg Batch Size: 53325.000 Amp/amn
Fenpiveriniom Bromiide.. .. coummmasssmnssmmises 0.02 mg Pasvep cepun:
lenepuyeckoe umMaA: MeTAMH30.1 HATPHSA, MHTO(EHOHA TMAPOX.I0- Date of Receipt: 04.01.2019
pHA, PpennuBepHHUs GpoMua Jlata nonyyueHus: ¢
Kaxae1it MHITMIHTD pacTBOpa CONEPHKHT: Mfg. Date: 10/2018
Metamuszon patpus BP......................... 500 mr JlaTa BeInTyCKa: 17
NHTOQEHOHA THAPOXIOPHI «-.ovvveeenininananns., 2mr Exp.Date: 30/09/2021
(EeHMMUBEPHHUA GPOMHI ........ovvvveanniirn, 0,02 Mr Tozen 10 (BKL.)
Batch No.: W455E035 Samle quantity 200 Amp/amn
Cepun Na: Paimep npobel:
Manufactured by: Torrent Pharmaceuticals Ltd., India under contract Analytical Report No.: 8900009;%787“"’-5'%"'
at: Samrudh Pharmaceuticals Pvt. Ltd., India Ne Ananwusa: o |
Ipoussoaurens: Toppeur ®apmacsiotiikanc JIta., Huaua, no xou- R T
Tpakty Ha: Campynx Papmackiotukan [IsT. JIta., Huaus -
Analysis as per: RLT / 1404 Report Date: 04.01.2019
AHAIH3 110: aTa aHanM3a: 3
TESTS LIMITS RESULTS ' o
HCIILITAHUA IPEJAEJIbI PE3YJBLTATHI

Fenpiverinium Bromide 90.0 to 120.0 of label claim
(Each ml contains:
Metamizole Sodium B.P. 500 mg
Pitofenone hydrochloride 2 mg
Fenpiverinium bromide 0.02 mg)
Konn4yecTBeHHOe OnpeaeeHHe
Meramuzon HaTpHs
MurodenHona rHaApoXIOPHA
GennusepuHus Gpomun
(Kaxkaplid MA COnepHUT:
Meramuzon Hatpus B.P 500 mr
IuTogeHoHa ruapoxsiopus 2 Mr
Dennupeprnusa 6pomu 0,02 Mr)

Ot 90.00 mo 110.0 % o7 3a9BAEHHOTO KOIMYECTBA
Ot 90.00 mo 110.0 % or 3a9B1eHHOrO KOJIHYECTBA
Ot 90.00 o 120.0 % oT 3a4BIESHHONO KOJIHYECTBA

100.14 % % sap/am

o i e

99.70 %
9780 % B
10014 % . i

Colour (by spectrophotometry)
0.25
Heernocts (CnekrpodoTo-

METPHYECKHH ) JosKHa ObiTh He Gonee (0,25

Absorbance at 410 nm should be not more than

OnTHyeckas IUIOTHOCTL pacTBopa mpu 410 Hm

0.068

Clarity / lIpoapa4HocTL

MpO3paYHbIM

Solution should be clear / Pacteop mormken 6uITE

Solution is clear / PacTrop npo3pauskili

Remarks: Complies as per L10448 Specification
Sampling Plan: Z001

Issued To Plant Q.A.

Note: Complete testing to be done at this stage, no any
test results to be taken from SFG stage

Ipumeuanue: CoorsercrByer cneunpuxaunn L10448
IInan orbopa obpasuos: Z001
Bsinano B Otnen ofecneyeHus ka4yecTsa npeNpHATH

IMpumesanne: Ananus no Bcem mokasatesiaM MPOBOAMTCS Ha JAaHHOH crammu, Ges
TIEpeHOCa pe3yIbTaTOB MCITHITAHHH Hepac(acOBAHHOIO MPOAYKTa

T,
P gt e |
i

LReviewed by / [1poBepeno

Approved by / YreepkaeHo

| Name:/ Mms: Hitendrasinh Solanki/Xurennpacunx Co-
SIAHKH
Date:/ara: 04.01.2019

Name: /Mms: Divyakant Rana//Iussakan Pana

| Date:/Jara: 04.01.2019
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