POAEKJSAPAHT, UPHHAMAIOIHUHA NEKIAPALHIO O COOTBETCTBHH
D34 “TOPPENT APMA"

JIEKJIAPAIIHH O COOTBETCTBHM

Cheoenus 0 pesucmpayun vpeanusaipa; Mexcpaionnas uncnexis Gedepaasioii na1020n0i cayuom e 46 no
© Mockse 25.07.2003. OFPH 1027739100353, dama npucecenns OFPH 2{,08.2002.

Adpec. 117418, Muewsa, y1. Hosouepeviyucwicxas, 0. 61. Teaeghon: 8(495)258-39-90.

B e Tewepatsnsiit dupexmop Aepasar Cyapum Cyu

Aosepenioe g Moxan Auaim, dosepeitnocnio Ne7TABAN20040 om 20105 2015

CIASIISIET, UTO

JeRegnnsennoy cpedemen: Crasaaun, madiemen 10 wem., YRarogku RUeRKOTHE Konmypitole (2). naviu
sapnonume. pee Ne ITF NO15S008/02 om 22.04.2008 (dama samene 01.11.2016). cepus CULEO6S, napinist
24130 viukueas. «wden do 30.11. 2021, npouzsodemea Toppernm Dapyacsiomuxuic Jmo. (Baddu], Hnoux.

1 iMage. Bluad & Makimu Majra. Tehsil-Baddi, 1 73203, Dist. Solan.(H.P).India koo OKILA2 21. 20.10.232, koo TH

170 3004490009, senmpaxm Ne 31/TPLITP om 01.06.2018, uneoiic Ne 9116008138 om 31.01.2019

COOTBETCTBYET TPEBOBAHM3IM

- U NDT3008/02-2307 10 uan. Ne T4

JAFRKIAPALLHS NIPHUSITA HA OCHOBAHHH

© npomeot uonsimeanuic Ne 28671 om 04.06.2019 Hudopamoproti yewnp OO0 “LUKK OHLE, ammecmiam

arrpedumarpu POCC RUDOD1.21PK7S, Cepiughuxam POCC IN.QMIT C8I672 om 04.06.2019
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apuesd, 3. 3, omp. 1, aopec opeana o cepmuguraguu: 129626, 2. Mockea, 1-us Meimungiinesas, o. 25, mea.
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To.rent Pharmaceuticals Ltd.
‘Toppeur ®apmacsoTawaic Jdr.

Hadw 173208 Dkt Solan. India
Beam-I T3 Tace Coutnr, Hians

Torteont 1 ko

Off Ashram Road,
Ahmodabad-380 009,
India

Ten  4079) 2638 3000

TPL

SOrEant

b Xan e Odpgp Anpast oy
Acue, e SR (08 {179) 265K 00y m
HHany @uwe (0792658 2100

JlaGaparopus fo KOHTPEO Kaded | ne / Quality Cantrol Labaratory

CERTIFICATE OF ANALYSIS  CEPTHOHKAT AHALIH3A

FINISHED PRODUCT / TOTOBAH NEKAPCTBEHIIAS ®UPMA
Name of Product Spusmalin Tablets (2X10 Tablets) | Specification No. L0452
Hainanne npenapara Cuaimaaud  Tadaetkn (2X10 Tad) Cneuudivkaums Ne.
Material No Versian No: 06
Ne vatepuaia: 3502080 Bepcuin Ne
METAMIZOLE SODIUM, PITOFENONE HYDROCHLO- Mfe.LicNo. MNB/OS/183
RIDE, FENPIVERINIUM BROMIDE TABLETS N npou3s. auueH )
tach uncoated tabler contains: Inspection Lot No.
Metamizale Sodium............ ............ ........ 500 my Ne HHCIIEEUHOHNIICIU 40000276997
Pitofenone hydrochloride. .. .................o.... Smg noTa
Fenpiverinium brommde.................ccoovvveeenn. Dl mg -

" ; Batch size. 488433.000 tab/ra6

Obnem cepnit:
oall it

MeTaMinos HaTpuR, MuTodgeHoNA [HAPOXIOPNNY, dermIBE- Receipt Date: 25.12.2018
prieog Apovinaa TaliieTku AT AOIVHEHHA! T
I{aw1an Tabaerka, HenoxpeiTas 060I0YKOH CONEPHHT: Mtz Date: 12.2018
MorTanuios HATPHS ..o, .. 500 wr | Jata BLINYCK::

ARTOGIeHOHA CHAPOXIOPHA .. oo een, S MF Exp.Date:

heunubepienns SPOMIA......oooon e e 0,1 ME [oseH a: 30.11.2021
Baich No.: Sample Quality: .
Cepua, Hoviep: CUIIED6S Obnem npodut: 00 SNl

Manutactured by: TORRENT PHARMACFEUTICALS Ltd.
MNpoistsoadrean: TOPPEHT ®APMACBHTHKANC Mua.

Analytical lteport No.:
Ne (ipo1oko:ia:

040000276997

Anzlysed as per. RLT/1403

Report Date:
Jlara anaauia:

22.01.2019

ABAIHY 00
TESTS LIMITS RESULTS
HCTMIBITAHHUA {IPEJIE/Ibl PEIYJBTAThI
Micrabial imit test:
MEKPOGHOTOMMECKIN MHCTOTA:
Total aerobic count
Ofuee 1Heno a3podisix dakre- | Not more than 1000/ ‘um ! Lle Gonee 100077 20
pil: Not more thun 100°gm ‘ He Gonee 100/ < 10
{ otal fungal count - OSuee ureno | Should be absent ! Joiskusl ateyTCTBORATH Absent Orcyreroyion
nos:
ET(.oh EColt

Rernarks: Conforms to L10452 Specification Mpuvemmie: Cooreercrayen cueurduaramt L10452
Sarnpling Plan: 2001 [Dnan c1fiopa odpaswos: 7001
Issued To Mant QA Beuxano 8 OTae1 0ecrieusHis KWSCTRa NPeAMPHATINA

Y ruepacieno Ananntaueckumt Ouuenom OGecnieyenqa KatecTsa
{loanues o 1ara
Hhemuen

Rnnulbwl’hluqmn O ]
\‘amr Mpm&-ﬂliummmn(mll
Date:/1ara: 10012019

Appeoved by /'Y megracaetio
Name: Yogender Tiwari/ H)tﬂnep Tmpu
Dllr.a’ihm 12012019

T lpmmua TR




Torrent Pharmaccuticals Ltd.
[Coppent dapracewmnxance J1a.

Torrtent House
O Ashram oad,
Ahmedabad- 1860 (04

Buddi- 173205 Dist Solan. hidia
L= 855208 Mage oo Hgma

appeir: Nave Udd Aupan Pavy

lndiu

Tes . (0791 268X S0

TPL
8

“lLiTaEnT

et =380 009, 079} 2658 2060 SHBRMA
(L Wuke (UTV) 263K 2100
AaGoparopun no xouvpoamw kavecraa / Quality Contrel Laboratory
CERTIFICATE OF ANALYSIS / CEPTH®IIKAT AHATHIA
FINISHED PROMMCT / FOTOBAA JEKAPCTHEIHAH @OPNMA
Name of Product Spasmalin Tablets (2X10 Tablets) | Specification No. L10452
Haipaie tpenapuara Cnainaand  tadnetku (2X10 1a6) Cretmdiika g Ne:
Material No Versian No: 06
Ne warcpuana: S502080 Beponas N
METAMIZOLE SODIUM; PITOFENONE HYDROCHLO- Mfg.Lic No.: MNB/0S/183
RIDE, FENPIVERINIUM BROMIDE TABLETS N 1pouie. asucH 3
Each uncoated tablet contains: Inspection Lot Nao.
Muotanuzode Sodwm . . 500 mg No yHCITC KUMOHHOT) 40000276997
ilofenone hydrochloride ... oo S me 1074
fenpiverinium bromude .. 0.1mg Batch size: T
(duem cepin:
MeTamnio HATPUR, antopeHolta ruapataopiad, Gpennupe- Receipt Date: 15.12.2018
punus Gposiga Tabnerkn Jlaca nonyicauns: .
Kamaun TAGNCTRA, HENOKPLITAR 000N0UKON COAEPKHT: Mfg, Date: 12.3018
NTQTAMMION MATPHR . .. o i an 500 mr raaja BIMIYCKA: -
T OQEHORD LHAPUNIOPHT - .o oviiiniavnie o S ME : ae:
GBI THIA GPOMILT ... o 0.1 M ll-:l{,)la_.:; 30.11.2021
Batch No.: Sample Quality: :
Cepin, HoMep: CUL1E065 O6benm npodst: A0U98 Tih/vet
Manufactured by: TORRENT PHARMACEUTICALS Ltd. Analytical Report No.: 040000276997
Mpomaoantedn: TOPPEHT ®APMACBIOTHKAAC Jhr. Ne npotokona:
Analysed as per: RLT/1403 Report Date: 22.01.2019
AL 110 JlaTi asanuia:
TESTS LIMITS RESULTS
HCIIBITAHHA MPEJENDI PEIYABTATh!
Phisintegration time (min) Not more than {5 min. 6 min MUl
PacitadaesocTh (MHIH) He Soaee 15 mun 53 seccek

dium

HATRHA

Dissolution ol Metamizole So-

Pactropeniie ((Lis Meramuon

Noi Tcss 80%% (1)) m 45 min
He seiree 80% (Q) 12 45 MHA

Min 93.6%%. max 94.8%.mean 94 3%,
MuH 93.6%0. mak 94.8%.cpeai 94.3%

1-Anuno aatipyrine (%) (by
HPLC)

4-anHOAH L I UPUH®

ot more than 0,354
He donee 0.5%

.08 %4

Uniformity of dosage

CLUIOPO/HOCTE A0TIPOBAHHA
- Frotenone HCI:
Tlriodenona rnapossapin
- Fenpiverinium bromide
denunsepiing GpoMiLd

e

1
t

1D —
(1Y
=20

43.0-101. I“.:Auer.tge Cpean=99.6%.
RSD-1.10%, AV

93.4-105.7%. Avcr;age ‘Cpean.=100.7%.
RSD-4.03%. AV=

Assay (%)

I. Metamizole Sodium (%) 95 % 10 105 % of lubel claim u8.3 %,
2. Pitofenane HCH (%) 90.0 to 110.0 of label claim - 989 %
1 E-:upivcrmium Bromide 90.0 10 120.0 of label chaim 99.8 %%
Fu m'm TEEHHUE onpeacaenie
\h.m\uuo 1A iR e} 01 95 % a0 |US %% OT XO.1-KA, YRATAHNOTY Wi ITH- QW.3% .
2. [hrodenona ruapoiopis | kerke
(%o} O7 90 % a0 110 % 07 K0/1-BA. YKAIABHOID Hil ITH- 98 %4
3 chcummepa'mu dpovmA KeTke o
{%a) O1 90 % 20 120 Y6 O KO/-BA. VEAIAHHOIO HA JTH- 99 8 Y
KEThe
" Reviewed by / Mposepein Approved by f Y isepanieno T T T v
Name; Dushvant Singh / Hhs Tyiwsssr Ciex Name: Yogender Trvari/ H0n exciep Tusapes : Y !
©Daessdira: 22002019 Date://lava: 22012019 ki Y‘-
*_This document has been produced electranically and 15 vahid withaut Signature / JOKYMEHT COLIAN 8 LISCTIIOHHOM BHae umrmmen&lmmu

Urpanitia 21433




Terrent Pharmaceaticals Ltd.

{arrrent Louse
O Ashramn Road.

Toppenr DapmackoTikaic Jita.

Faedthi=1 73208 Dist Solan. India
fae=2 73208, ducre Conale M

lackin

Ahmnctabad- 380 (W,

TPL

Loppein Xaye O Anpas Doy, lea: (179 265K Spun “orrent
Asmcaaiian 380 61 {079) 2658 1060 rryr—
ot dare (079) 2658 2100

JlaBaparopns no kontpaa xavecraz / Quality Contral Laboratory

CERTIFICATE OF ANALYSIS  CEPTHOHKAT AHANHIA

FINISHED PRODUCT / TOTOBASA AEKAPCTBEHHAA ®OPMA
Name of Product Spasmalin Tablets (2X10 Tablets) | Specification No. LI0452
Halrausle npenapata CoaiMaand_1abaetiu (X110 Ta6) Creundurauus No:
Material No Version No: 06
Ne viatepiana; 302080 Bepenn No
METAMIZOLE SODIUM, PITOFENONE HYDROCHLO- Mfz.Lic.No.; MNB/OS/ 183
RIDE. FENPIVERINIUM BROMIDE TABLETS N ApOHiE, THUEH. ; N
Fach uncoared tablet contains: Inspectiovn Lot No.
Muetamizole Sodium..........ooovveviiiieeeen L, 300 Ing Ne [HHCTIER UHOHIOTO O40HH2 76997
Puolenone hydrochloride...................ocococ Smg OTA
Fenpiverinium bromide............... ... S 0.1 mg Batch size:

Ouem cepui:

488433.000 tab/vab

punan dposnaa rabaerxn

MeTusio0 HATPUH, HHTODCHOHA IUIAROXOPHAE, GeHNuRe-

Receypt Date:
Jlata noavyaenua:

25.12.2018

Description

tahlets with bisecting line on one side.

Onncanire

DEIOro suTit OENar0 C WEATOBATRIM OTICHKOM UBE-
T4, KPYLAsle, naockue TaGAETKIE ¢ pUCKOH Ha 01HOA

CTOPOHE

Ka#aa radneTka. HENOKPLITIA 0G0N0MKOR COTRPKHT: Mfy Date: 3
M TAMUSO BEEPHAL . ... vnieieieniensieeeneasn. SO0 ME Jlava aninycka: LAY
ETIODCHOHA THAPOXIOPM . . .. . S am Exp.Date:
denmpepHuHg GpoMHI..... ... ...... p——— | lNoaew a0: 30.11.2021
Batch No.: Sample Quality: .
Cepun, Homep: CUI1E06S Ol npwba 48888 Tabtvab
Manuluctured by: TORRENT PHARMACEUTICALS Ltd. Analytrcal Report No: 040000276997
Npuisssoautein: TOPPEHT APMACBIOTHKANC Jia Ne uporosona: )
Analysed as per: RLT/1403 Repart Date:

, S 12.01.2019
AHab 1 110 Jlava awaaniu

TESTS LIMITS RESULTS
HCObLITAHHSA l'll’l-:lgEJ'lbl PEIVIILTATHI
White to yellowish white, round. fal. uncoated | White. found, Mat. uncoated tablets

with bisecting line on one side.
€010 UBCTA, KPVIABIE, ILIOCKHE Tao-
NETKH © PHCKOI 1l 04HOH CTOpaHE

Average weight {mg)
Cpeanss macea (wmr)

610.8 £ 30.5

610.5 mg/mr

OTK 0HeHUN OF CpRaiel MAcLLl

o
{ o) ) .
Unmiformity of weight (%o}

1820 1404~ vy Guaee £ 5% /20 Tadn. —ue Boace
+ 10%
18,20 tab- NMT = 5% 220 tub — NMT = 10%

-14%- + [.4%

OLTHHNOCTE

Tdentificaton
wn {By colour

Metamizole
reaction)
Metamirion iatpus (uBcTHan
peakumn)

Piotenone HCL(By spectro-
hatamelry)
lurodiciona ruapoNiopHin
(Crnestpohorome rpua)

Fenpiverinium Bromide (By
vulvur reaction) -
DernusepHHAA DpoMIg
{LUNCTHAR DERKILIA

When dilute HCL and potassium ipdate solution arc
added a crimsan (dark red) colour s produce

Tlpu noGaanchHuy pazGaricHHON KHCIOTE XTOpU-
CTOBOAVPOIHON W PacTHOPA KWIHA HOAATA BPOHC-
XOAMT TEMHO-KPACHOE OKPALWIBAHKME.

Test solution as described in ;)he “Assay” in 190
380 om range exhibits max at 290+2 nm

CHieKIp MCThITYEMOrO PUCTBOPA. MPUIOTORICHHO O
Mo MCTOAHKC paiacna MKQI[II'C&'CTR!!HH{'M.‘ OKIPEAC-
iAeitHen, B o6aacTH oT 190 um 20 980 Ha wdeet
MakcHMYM 0PIt 290 £ 2 Hw.

When dve solution is added (as described i the
Assay™] the chiorophorm layver acquires ureen col-

our

Tpi nposeIeHiKM HENKTaHIE 0O MeToake aKonu-
HECTBCHUO OnNpelieneHuas XNopodopMubtii  eanii

OKPAUIHBALTCH D 3¢l Ll LBET.

When dilute HCL and potassium iodate
solution are added a crimson color 1s

rodu
Flpld AoBanenin] pBARTEHHON KHC-
A0Thl XJTOPHCTOBOIQPOMHON I pACTEO-
Pa KLTHMA HOIETA UPUHTOUUIY TEMHO-
KpucHoe URpAIMIRaNIie

Tesl sulution as duseribed in lhct;‘:gs—-
say”’ in_190 -.TRO mm range cxhihits
max at 289.0 nm: :
Crewrp ucitlTYEMOI0 PACTIOPA, ApPH-
IOTORASHHOra MO METOIHKC pRMBTY

«KONHUCCTRENMOE ~ ONPEAclieiiRe s, |
ﬁaﬁnm}ra inseer
RIGTLUA w1

obnactu ot |9
MaKCHMYM pH 2
When dye solution s added {as de-
scribed in the “Assay”) the chloro-
horm laver acquires green colour

PH HPOBCACHHIN HCITLITAHHA (0 MCTO-
avke «Koliecreeno on

XnopoopMHBA  caoft @x%';én.m !'u"
3eaeHlit uBeT, cem
_Reviewrsi by / Tlposepenio Approved by /) Teepieun T o )
" Name: Dushyunt Singh / Hms Tyussm Cun x Name: Yogender Tiwari / [Orewaep Timups - f
__Dag:!, lama: 22012019 Datezjarn: 221H 2019 wf
51"
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