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CERTIFICATE OF ANALYSIS / CEPTHOHUKAT AHAJIMN3A

Name of Product SPASMALIN Injection (5%x5x5 ml) RU Specification

| Haspanue npenapata  CITAZMAJIMH, pactsop ausi BHYTpH-
{ BEHHOIO M BHYTPHMbIIIEHYHOIr0 BBeAeHHR (5%5x5 mu1) Pocenn
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Material No: 5500545 Version No:
| No Marepuana: | Bepcus Ne |

Mfg.Lic.No.: KD-2035-A
Ne npoOM3B. MTULIEH.
' Inspection Lot No.
Metamizole Sodium B. P 500 mg No UHCNIEKLIMOHHOTI'O 10Ta

| Pitofenone hydrochloride................. .ol Batch Size: 53675.000 Amp/am
| Fenpiverimmumbromide......................coLls : PasMen CeDUM:

Generic name: Metamizole Sodium, Pitofenone Hydrochloride, Fen-
| piverinium Bromide
i Each ml contains:

890000049539
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Date of Receipt 04.09.2018

jlaTa rnmojiyuyeHus. o |
Mfg.Date: - 06/2018
JlaTa BBITTYCKA.

| T'enepHueckoe uMs: MeTamMu3041 HATPHUSA, NHTOdEHOHA FHAPOXJIO-
pun, peHnuBepuHun Opomua

| Kaxaslit MUINHIUTP pacTBOPaA COACPKMT: |

| MerammsonnHatpuss B.P.................... Ll 500 mr

TATOQCHOHA FHAPOXIODPHI ..ooveeevineiaeennnns 2 MT" Exp.Date:

| QEHITMBEPHHUA OPOMHUIL ......ccovvveeninineeennnen, CoxeH a0 (BKIL.
?_ Batch No.: W455E021 | Samle quantity 200 Amp/amMn
| Cepus Ne: Pasmep ipoOkl:

| Manufactured by: Torrent Pharmaceuticals Ltd., India under contract Analytical Report No.;
{ at: Samrudh Pharmaceuticals Pvt. Lid., India Ne Anamuza:
[Ipoussoaurens: Toppent ®apmaceioTukanc Jitn., MHausa, no KoH-
tpakty Ha: Campyax ®apmaceioruxkans I1st. Jita., Uuaus

| TESTS LIMITS
NCOBITAHUS IPEEJBI PE3VJILTATHl

ﬁ A clear, light yellow to ellow coloured solution. 1ieht vellow oloured

Onucanne [Ipo3paunblit pacTBOp OT cBeTNO-Kenaroro Ho | IIpo3pauyHeiii pacTBOp CBETIO-XKENTOTC
KETOrO pera, LBeTS. I

Identification fﬂ(l,llﬂﬂlll-lﬁ(’:b
Metamizole Sodium (By colour | When dilute HCL and potassium iodate solution § When dilute HCL and potassium iodate |

-'|
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RESULTS

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

| duced colour is produced.
i Meramuzon HaTpus (LBETHas [Ipu noGaenennu pasbapneHHOMN kucnorbl xuo- | Ilpu AobGapneHuu pazbaBieHHOH KHCNO- |
| peaxuus) PUCTOBOAOPONHON U pacTBOpa Kaaud #opara | Tel XJIOPHUCTOBOJOPONHOM H pac*mepa
IMOABJIAETCA TEMHO-KPacHO€E OKpalliiBaHHe. Kaidsi MOJaTa MOABIAETCA  TEMHO- |

KpacHO€e OKpallluBaHHE.

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 290+2 nm range of 190 to 380 nm exhibits max at |
[TuroderoHna ruAPOXNIOPUL CrieKTp MCHOBITYEMOrO pacTBopa, npuroroeneH- | 290 nm
| (CniexTpodoromepnsn) Horo no meromuke pasnena «KonmgectBenHoe | Cnekrp HCTIEITYEMOIO PacTBOpa, NpHro-

onpeaeneHue», B obmactn ot 190 M no 380 HM | TOBJIEHHOP # & MeT Re paspena «Ko- |
| iMeeT MakcumyMm nipu 290 = 2 HMm. €Hi ey, B obnacTy |

F\MAKCHMYM
Fenpiverinium Bromide (By When dye solution is added (as described in the (19 flescribed |
colour reaction) / “Assay”) the chloroform layer acquires green say'fth€chiorofQrn: layer ac- |
| OennusepuHua Opomug colour quir *\ cin ol /o)
(HBETHasA peaKLMA) ITpu nmpoBeaeHnH UCTIBITAHNA 11O MeTOAUKE pa3- | [Ipu npgBedéhn | ’ ? METO-
nena «KonuyecTBeHHOE onpeneneHue» Xaopo- | auke padng SetBEHHOE Onpe-

GOPMHBII COI OKPAIIMBACTCA B 3€/ICHbIN LBET. | ACICHME» a-' o OPMHEIHA CNIOHA OKpa-
HIMBACTCA B 3€JICHbIN LBET.

Reviewed by / IIposepeHo Aéproved by / Y1Bep)IeHO

Name:/ Uma: Hitendrasinh Solanki/Xurenapacunax Co- | Name: /MMa: Divyakant Rana//{luBaxan Pana

JITHKH
Date:/[ara: 10.09.2018

Date:/Mlata: 10.09.2018
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Quality Control Laboratory /Jla6oparopusl o KOHTPOIIO KA4eCTBa .
CERTIFICATE OF ANALYSIS / CEPTUOHKAT AHAJIM3A

[ Name of Product SPASMALIN Injection (§%X35x5 ml) RU | Specification '
Ha3zsauue nipenapara CHTAZMAJIMH, pacTBop AR BHYTPH- No.Cneuupuxanus Ne:
| BEHHOI0 M BHYTPHMbILIEYHOr o BBeleHHd (5X5x5 ma) Poccns

| Material No: 5500545
| Ne Matepuana: .
i Generic name: Metamizole Sodium, Pitofenone Hydrochioride, Fen-
| piverinium Bromide

! Each ml contains:

! Metamizole Sodium B.P..............l 500 mg

| Pitofenone hydrochloride............coovvviiiieninn 2 mg

| Fenpiverinium bromide................coooeuiinen.nn, 0.02 mg

| I'enepuyecxoe nma: MeramMuion HaTpus, nuToGeHOHA M'MAPOXIO-
| pul, peHnupepunus opomna

| Kaxusii MUIIMINATD pacTBOpa COACPHKMUT. |

| MeramusonHarpua B.P........................ 500 mr

MATOPCHOHA THUAPOXJIOPHUI ... ovveiitiiaiiaenann 2 Mr

| (PCHITUBEPHHUA OPOMMI ... ..oovieeiniiineinnen,

L10448

Version No:

Bepcus Ne -
Mfg.Lic.No.: KD-2035-A

No IIpOM3B. THIIEH.
Inspection Lot No.

Ne HHCHEKIIMOHHOIO H0Ta | -
Batch Size: 53675.000 Amp/amMn
Pazmep cepuu:
Date of Receipt:
jlaTa NOJIY4YCHUA.
Mig.Date:

jlaTa BBINIYCKA.

Exp.Date:
I'oneHn 1o (BKI.

II
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| Batch No.: W455E021 Samle quantity
“ 1 Cepus No: PasMep rmpobbt:

Analytical Report No.:
Ne AHanu3a:

| Manufactured by: Torrent Pharmaceuticals Ltd., India under contract
E at: Samrudh Pharmaceuticals Pvt. Ltd., India

| TIpoussoaurens: Toppeut @apmacerotuxaic JIta., MHaus, mo KoH-

' Ha: Campyax ®Papmacerorukans I1sr. JIta., Uuaus

f' Anlysis as per: RLT / 1404
| AHAJIU3 110!

BB  TESTS - CLIMITS
| ACTILITAHHSA NPEJAEJBI

jpH 16070

xtractable volume i Not less tha 5.0 1 and not mo tan 5.75 1 52 ml / M -
| U3pJiekaeMblit 06beM He meHee 5,0 ma u He 6ostee 5,75 mn _ ' -

| Sterility (by membrane filtra- | Should be sterile Complies
L tion)

| CrepuiibHocTh (METOX MEM-
| OpaHHOM QUAbTPALIMH

[ Bacterial Endotoxins Not more than 0.14 EUfg of Metamizole sodium < (0,14 EUmg
| bakrepnanbHbie 5HA0TOKcHHBLI | He 6osee 0,14 ED/Mr MeTamu3onia HaTpHA < 0,14 E3/mr_

Particulate matter Visible particles

390000049539"Jm”wwi

Report Date: 10-09.208 —

lata adaJin3a.

RESULTS
PE3VJbLTATHL

PacTBOp A0/DKeH ObITh CTEPHUIBHEIM CooTBETCTBYET

The solution should be free from visible particu- Solution is clear and free from any par-
lar matter ticulate matter
Subvisible particles
10 mcm counts <6000 per 1 container | 126,0 particles/container
25 mcm counts < 600 per 1 container | 9,67 particles/container
| Mexanndeckue BRIIOYEHUSA BuayMele MexaHHYecKHe BKIHOYEHHS AOIDKHBI | BUAMMBIE MEXaHU4ECKHE BKITKOYCHHUA

OTCYTCTBOBATh.
HeBUAUMBIE MEXAHHYECKHE BKIIQYEHUS
| Yactuw pasmepom 10 mxm < 6000 B KoHTElHENE, 4
Yactuu pasmepoM 25 Mkm < 600 B koHTeiiHepe /4

[ Related Impurities
| 4-methyl amino antipyrine
| PoacTBeHHBIE TPHMECH

Not more than 2.5%

4-METHJIIAMHHOAHTHITH He 6oiee 2,5% WL SUPEATE § 5
Assay (%o) ) N>~
Metamizole Sodium 90.0 to 110.0 of label claim T 100,29 %
Pitofenone HCl (%) 90.0 to 110.0 of label claim | 99,78 % _x
Reviewed by / I[Iposepeno | Approved by / YTBepXI€HO fﬂ

Name:/ Uma: Hitendrasinh Solanki/Xurenapacunax Co- | Name: /Ums: Divyakant Rana//{uBsakaH Paxa
NMAHKY

Date:/[Jara: 10.09.2018 Date:/Jlata: 10.09.2018
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Quality Control Laboratory /JlaGopaTopusi 10 KOHTPOJIIO KA4eCTBA
CERTIFICATE OF ANALYSIS / CEPTHOHUKAT AHAJIU3A

Name of Product SPASMALIN Injection (5%5x5 ml) RU | Specification _ L.10448
No.Cnenduxanms No:

| Hassamuue npenapara CITAZMAJIUH, pacTBOp AJist BHYTPH-
| BEHHOT0 H BHYTPHMbLIIHEYHOro BBeieHUs (5%S5xS mn) Poccun I
| Material No: 5500545 7
| Ne marepuana: Bepcusa Ne
| Generic name: Metamizole Sodium, Pitofenone Hydrochloride, Fen- Mifg.Lic.No.: '

Ne nipou3B. JHIIEH.

| Each ml contains: — .
Metamizole Sodivm B.P.ovve i, 500 mg

_' Pitof?nor}e_h)’drochlgride ............................... Batch Size: 3675000 mpfanm
| Fenpivermium bromide..............oo, . PasMen CEpUH-

| Fenepnueckoe umsi: MeTaMu3on HaTpusi, nurodeHona ruapoxao- | Date of Receipt: 04.09.2018
| pun, pennuBepunust GpoMug IlaTa nOAyYEHU:
| Kaxx/p1if MUTHAMTD PacTBOpPa COJCPXKHT: . - Mfg.Date:

| MeTtamMuson HATpHA B.P. oo, 500 mr ..‘.. aTa BEINIVCKA: |

| TUTOQEHOHA THAPOXTIOPHI . .ovvrnernrrirnnenannne. 2 Mr " Exp.Date: 31052021
| ennuBepuHmns OPOMBI ........oevvniviiiniins Conex 10 (B,

| piverinium Bromide _ o
Inspection Lot No. | 890000049539
Ne MHCIIEKLIIMOHHOIO JI0Ta

| Batch No.: W455E021 ' ' Samle quantity ' 200 Ampam;
- Cepusi Ne: | PasMep npoOsr:

Analytical Report No.:
Ne Ananu3sa:

890000049539

i Manufactured by: Torrent Pharmaceuticals Lid., India under contract

| at: Samrudh Pharmaceuticals Pvt. Lid., India

| [Ipoussoaurens: ToppeHT PapmacsioTukanc Jita., Uuaus, no xos-
ax ®Gapmacerotuxkans [1st. JIta., Uuaus

- Analysis as per: RLT / 1404
| AHanu3 1o: : [lata aHanu3a: _

' TESTS , LIMITS "RESULTS
| HCHBLITAHHA NPEJXEJIBI PE3VJIbTATDI

' Fenpiverinium Bromide 90.0 to 120.0 of label claim | 100,44 %

| (Each ml contains: '

| Metamizole Sodium B.P. 500 mg

Pitofenone hydrochloride 2 mg

t Fenpiverinium bromide 0.02 mg)
| KosnuecTBeHHOE onpeaeieHune |
MeTtamMuz0/1 HaTpUd
ITutodeHoHa rugpoxXJIopua

| dennuBepuHUA OpoMHI

| (Kaxxapiit MJT COREPKUT:

| Meramuzon natpus B.P 500 mr

| [Turogernona ruapoxnopua 2 Mr

| Gennusepununs 6pomun 0,02 Mr

Colour (by spectrophotometry)

Ot 90.00 no 110.0 % ot 3asBlIEHHONO KOTMYECTBA 100,29 %
Or1 90.00 no 110.0 % ot 3a%BJIEHHOIO KOJIMYECTBA 99,78 %
Ot 90.00 no 120.0 % or 3agBJIEHHOINO KOJIMYECTBA 100,44 %

Absorbance at 410 nm hould be not more than

0.25
Onrtnyeckas IUIOTHOCTH pacTBopa npH 410 HM

| IiBeTHOCTL (CriekTpooTO-

: OOJDKHA OBITH He Oosee 0,25 E ey
_ - | NO3PAYHEIM NN T A/ |
Ny
Remarks: Complies as per L10448 Specification Ilpumeuanue: CooTBeTcTBYET cHELIUPHKAILL - 48"
Sampling Plan: Z001 [Tnan otOopa obpasios: Z001
Issued To Plant Q.A. Beigano B Oraen obecneyeHHA KadecTa NpeanpusITHs
Note: Complete testing to be done at this stage, no any IIpumevanue: AHaJIM3 N0 BCEM MOKA3aTE/sAM MPOBOJUTCH HAa AAHHOW CTajuu, Oe3
test results to be taken from SFG stage EPEHOCca Pe3yJbTaTOB HCTIBITaHUH HEpacdacOBAHHOIO MPOAYKTA
_ 3

Reviewed by / IIporepeHo Approved by / YTBepxaeHo |
Name:/ mg: Hitendrasinh Solanki/Xutenapacunx Co- | Name: /Mms: Divyakant Rana//lusakan Pana

JIAHKHA

Date:/Jlara: 10.09.2018 Date:/Jdara: 10.09.2018
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NEKJAPALIIMSI O COOTBETCTBHH

NEKJAPAHT, IPHHUMAIOIINHM JEKJIAPAIINIO O COOTBETCTBHUHU

| 340 "TOPPEHT ®APMA"
Csedexus 0 pecucmpayuu opeauua'auuu Meoxcpaiionnan uricnexyus @edepanvHou HAN02080U cayocObr Ne 46 no

2. Mockee 28.07.2005, OI'PH 1027739100553, oama npuceoenuss OI'PH 21.08.2002.
Aopec: 117418, Mockea, yn. Hoeouepemywxunckas, 0. 61. Tenechon: 8(495)258-59-90.

B nuye: I'enepanvnviu oupexmop Azpasan Cynpum Cywun
Nosepeunoe nuyo: Moxan Awum, oogepennocme Ne77A56020040 om 20.05.2015

| SASIBJSIET, UTO
nexapcmeennoe cpeocmeo: Cnazmanun, pacmeop OJisi GHYMPUCEHHO20 U BHYMPUMbBIULEYHO20 GGCOCHUSL ) ML,

| amnynvl memHo20 cmekaa (5), ynakoexu aueiikogvle konmypuuie (3), nauku kapmounnwvie, pez Ne I NO15005/01
| om 22.04.2008 (0ama 3amenwr 30.03.2017) svioano Toppenm @apmacviomuxanc JImo, cepust W455E021,
napmus 2147 ynaxoeok, 200en 00 31.05.2021, npouseoocmea Toppenm @apmacviomuxanc JImo, Huous,
Hnopao-382 721 Tan: Kaou, Mexcana [Juckpuxm, koo OKII/]2 21.20.10.232, koo TH B3/] 3004490009,

xowmpaxm Ne 31/TPLI/TP om 01.06.2018, uneoiic Ne 9016027347 om 15.09.2018

TCOOTBETCTBYET TPEBOBAHUSIM
ITN015008/01-230710 uzm. Ne 1-3

NEKJAPALHUSA ITPUHATA HA OCHOBAHHUH
npomoxon ucnoimanuu Ne 38539 om 08.11.2018 Jlabopamopnviu yenmp OO0 "[JKK OHL]", ammecmam

axxpedumayuu POCC RU.0001.21PK75, Cepmugpuxam POCC IN.®@M11.C76038 om 08.11.2018

JATA IIPUHSTHSA JEKJIAPAINU 08.11.2018
JEKJAPAIMS JEUCTBUTEJILHA O 31.05.2021
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OPTAH 110' CEf KALIN, 3APEFHCTPIPOBA BII A lIEI{.JIAPAI];I/IIO
| RA.RU.11®OMII OPFA H 110 CEPTH®HKALIHH ITPONVKLUH OFLJECTBO C O PAHUYEHHOH

OTBETCTBEHHOCTBIO "OOPMAT KAYECTBA", adpec opeanuzayuu : 109428, e. Mockea, 1-viu Baszoeciuu
npoeso, 0. 5, cmp. 1, adpec opzana no cepmuurayuu: 129626, 2. Mockea, 1-asa Meimuwunckas, 0. 25, men.

(495) 783-19-08

JEEKJIAPAIIMSA.O COOTBETCTBHH 3APETCTPUPOBAHA N POCC RU J-IN.@M11.A.05574/18
NATA PE{‘HCTPAj AW 08.11.2018

ApotieHko M.A.
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