3akpuiToe akyuoHepHoe obiiecTeo

D=  “TOPPEHT ®APMA”
yn. Hosovepemyunon, 4,61 tomentgiorreitiphacmia.nu yn. Hosoapelsyusuiocan, 461
spas20_CU11H#39_30.09.2021 POCIIPABHAIBOP
HOATBEPXKIEAHE
Hacrosnuos 2, Atirer Moxas, ssnmonmfica JapexTopon Aenaprancata 3A0 « TOPPEHT

DAPMA», ua ocuosarnn Jlopepentocts ot 10.09.2018 I. DORATBSPEMAIO COOTRETCTHEE BBOHMOTO
ACRADCTBCHHOTC  Opepapata TpoGOBAHEAM, YCTAHORNCHHLIM TPH €r0 TOCYAAPCTBCHHOH

1. | Toprosoe famiencpanme Coasmanuu®
2. | Mexqynapomsoe wensreurosammoe | Merasmson arpict+ [larocac t Geammpepra
BAOHMCHOBAHNE Gponain
4. | Toauposxa =
5. | ®epma ssutycxa T Tabnerxa (Gracrep) 10 x 2 (nasca xapTOHBAK)
6. | Homep cepem (neprm) CU11H039 |
7. | Obsen cepan (naprug) 24160 yn,
8. | Mara sumyycxa 12.04.2021
9. |Tomen aa (skn.) 03.2024
10. | Hanmestopasue v aupec mpoxssomerens | ToppewT apuacsioTaxans JITL, Hmmo
(c yxasasmem cranult mpoiapagerss) | Torrent Pharmaceuticals Ltd., India
Village Bhud & Mekhnu Majra, Tehsil Baddi
173205, Dist. Solan (FLP.), India
(nce oTRIRK TPOMIBOACTEA)
11. | HomMep H Z&Ta PErHCTPEUEOHHOIO IT N015008/02 ot 22.64.2008
YAOCTOBEPEHKS  nata sameam 22.07.2019
12. | Homep Hopuarasnofl goxymearaus | [1 NO15008/02-230710 mau Ne 1-8
13. | HasneroBakRe R anpec Qepaarens Topperr Sapuacsioraganc Jira., U
' PeTHCTPALHOMEONS YAOCTOBEPCRA

Anpexvop nenspramenTa




Torrent Pharmaceuticals Ltd. Torreat House

Toppeut ®apmacssoTuranc Jra, m'l';‘.'ﬂ.'}é‘;"&m I P L
Baddi-173205, Dist. Solan, India badia '

Banau-173205, [uct. Conan, Humen

Toppes Xayc Ogq Aupas Poyz, Ten: (079)2658 5090 “orrent
Axmenalian-380 009, (079) 2658 3060 g
Hrana Paxe: (079) 2658 2100

JlaSoparepns wo KouTpone KavecTsa / Quality Coatrol Laboratory
CERTIFICATE OF ANALYSIS / CEPTHOHKAT AHAJI3A
FINISHED PRODUCT / FOTOBASI IEKAPCTBEHHAS GOPMA

Name of Product Spasmalin Tablets (2X10 Tabbets) Specification No. L10482
Hassaue npenapata  Cnasuanmm  1abnenas (2X10 Taf) Crneundmxains Ne:
Material No Version No: 9
N maTeprana; 5502080 Bepcus Ne
METAMIZOLE SODIUM, PITOFENONE HYDROCHLO- Mfg.Lic.No.: MNB/0S/183
RIDE, FENPIVERINIUM BROMIDE TABLETS N npomss. nunen.
Each uncoated tablet contains: Inspection Lot No.
Metamizole Sodium....................covvvveeiin, 500 mg M HHCnexuHoOHHOTO 940000351375
Pitofenone hydrochlodde . Smg noTa
Fenpiverinium bromide....................... 0 1 mg Batch size:

Osen cepui: 500009.000 tab/Tab
MeTamiion naTpus, aRTodesons rmapoxiopaas, $eunume- | Receipt Date: 20.05.2021
punns Sporuas Tabnerin Jara nomyuenns: 1
Kawnas Tabnera, enokpuras o6onouxoi conepkur: Mfg.Date:
MeTaMHION HATPHA. .........vveeeeiiecenennnn, 500 Mr | [laTa Bunycka: 42021
TIHTO(PEHOHA PHAPOXIOPHA ..o 5wmr Exp.Date:
eHNUBEDHANA GPOMMA...........ceoevnne, 0,1 mr Tonen go: 03.2024
Batch No.: Sample Quality:
Cepns, uomep: CU11H039 Obtew npob: i o
Manufactured by: TORRENT PHARMACEUTICALS Ltd. Analytical Report No.: 040000351375
Ipouseo, b TOPPEHT ®APMACBIOTHKAJC JIza, Ne npotoxona:
Analysed as per: RLT/1403 Report Date:
o 1 ; 29.05.2021

TESTS LIMITS RESULTS
HCHIBITAHAA TP PE3YJLTATHI
on le 10 ye white, round, 1, unco: fe[ﬁ;;s 'BE, muna: E, uncua@
" ets with bisecting line on one si iablts with bisecing ine on oue sde.
] NHCaHHe OO0 HNH Oenoro GWOI&‘I‘H“ OTTCHKON LUBe= eNION0 C XeNTORATRIM OTTE M LBe-
NETKH C

T3, KDYTABie, NOCKNE TAGNETXH C PHCKOH Ha omHofl | Ta, kpyrmbe, nnockue
CTOpOHE xoHl Ba 0

E;erage = Ew ) 610.8 £ 30.5 610.2 mg/ur
OTINONEHHS OT CpenNeR Macch | 18720 ratin.- ne Gonee £ 5%; 2120 TaG, e Gonee 14%- +1.5%
niformity of weight (%) + L0

18/20 tab- NMT * 5%; 2/20 tab ~ NMT + 10%

Tdentibicabon HEJl.mum
e Pwufﬁsﬁdgﬁ“ o s pra e | Whep diwe HOL P polassives iots
aCTBOPa

MeTaun3on HaTpra (BeTHAR CHHON XHCNOTH xnoalcu
peaxums

CTORO, A H muﬂ uonrra uaon KMc-
) xom%tpac OKPAITMBA e mﬁ'{r mﬂumlo "lcno-m
i 3¢ i d in i | -
P‘“’“"’m“,‘.’y) b (B::e‘:"“' gn ns:ll?“:é ?md%ﬁbec:b%o:?mmmy lnner::: Test tution as bed in the
HIA ! H CMOTO o
(cmmomrﬁm )p no uﬁ'iomxem p‘lga::i?:'mp o ae- %0 ‘io %‘“’& range exhlﬁm
Broite (B | S & e 5 o 0w e | cal i U D
&wenmum A 5 - ro-ronuaumm no u IHKE pa:muu

Dernusep) 6p0mu:

) added in the § «Ko. uuoe HMeED,
(upeTHas peakuns “Assay"}’e ﬁ:ﬂgonmp!wls m laye(ra:cqﬁraeslbfy‘jee: col- o mnec-ru Sf'm
ur

llllm

H MPOBEACHHM UCTILITANMA N0 MeTOAWKe «Konus %Byc l.“:»Lmon 1s k ?
HECTBEHHO oOnpenencuumy xnopodopuusiit cnoh | scni y') the loro-
OKpALIWBALTCA B 3eNCHBIN UBET. ﬁho ayer acquuc "gecn

HHH HCTIBITAHRA MO MG‘I'D-

onmecnuuuo OnpencncH
MHHA CnoH oxpacunca e
uper.

aen
WW’M" Approved by / Yreegoaneso
Name/Hes: Duslyant Siagh/ lyun.arr Creox Name/Hiv: Yogender Tiwari A0remnep Tunaps
Date=Tlgrs: 29.082021 Date/lara: 29.052021
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Torrent Pharmaceuticals Ltd.

Toppeut ®apmacsiotuxanc Jia.
Baddi-173205, Dist. Solan, ladia
Bagm-173205, Nuacr. Cosan, Huaus

Torrent House

Off Ashram Road,
Ahedabad-380 009,
India

TPL

Toppent Xaye Odd Apau Poya, Ten.: (079)2658 5050 <ormrent
Axeaaban-380 009, (079) 2658 3060 revg———
Hnams axc: (079) 2658 2100

Jiasbopatepuns no xourpone xauecrsa / Quality Countrol Laboratory
CERTIFICATE OF ANALYSIS / CEPTHOHKAT AHAIM3A
FINISHED PRODUCT / TOTOBAA JIEKAPCTBEHHAA ®OPMA
Name of Product Spasmalin 'l‘.lblm (2X10 Tablets) Specification No. L10452
HaisanKe npenapara Cnasuatun  Tabnetxu (2X10 1a6) Cnmﬂumuu Ne:
Material No Version No: 9

| }& mavepuana: 5502080 Bepcns Ne
METAMIZOLE SODIUM, PITOFENONE HYDROCHLO- | Mifg.Lic.No.: MNB/0S/183
RIDE, FENPIVERINIUM BROMIDE TABLETS N NpOH3b. AMLIeH.

Each uncoated tablet contains: Inspection Lot No.
N!etamizole BOM - oo v vassmrmvmmssnen oot 500 mg M HHCNEXUHOHHOTO 040000351375
Pitofenone hydrochloride...............occiiinienin. 5mg n0Ta
Fenpiverinium bromide. ............ccecvvvivnanennen 0.1 mg Baich size:
o A—— 500009.000 tab/rab
MeTasinos RATPRS, MHTOGEH0NA THAPOXIOPHIS, Gennune- Receipt Date: 20.08.2021
punsia Gpommuns Tabnern £
Kaxxnas TabneTa, Henokpeitas 060mouxoR conepmmT: Mig.Date:
MeTaMHION HATPHA.....ooviriiniinreniinininiinnis 500 ur | [laTa sunycka: 84.2021
MUTOPEHOHA FEAPOXIIOPHIL ... ovvvrerensrenriniesssas 5 mr Exp.Date:
eHNHBEPAHAT GPOMHL.........vveenriieniirneennnnn 01 MP T'onen ao: dand
Bateh No.: Sample Quality:
Cepus, Homep: CU11H039 | Ouem mpoSe: s i
Manufactured by: TORRENT PHARMACEUTICALS Lud. Analytical Report No.: 040000351375
Mponssomurens: TOPPEHT PAPMACBIOTHKAJC Jiva. Ne npoToxona:
Analysed as per: RLT/1403 Report Date:
AHANKI NO: [ara ananusa: ek
TESTS LIMITS RESULTS
HCOALITAHHA NPEIE/TbI PE3VJILTAThHI
Disinlegration time (min Not more than 15 min. .
Pacnuguocrb HPIE{ ) He Gonee 15 uwn._ 06 rin/unt 11 sec/cex
ssolution etamizo! Not less 80% (Q 2 0 45 min
dium ° He mence 80% ( )m«lSnua Min 94.9%, max 97.3%,mean 95.7%
Pactropenne (s Merammion Mun 94.9%max 97.3%,cpenn 95.7%
W
%%mo antipynne %) iﬁ Not more than 0.5%
HPLC) He 6onee 0.5% 0.02 %
4-AMHHOAHTHNIUDHH®
Grsoponios 99.6% - 101.3%,
AHOPOAROCTH NOIHPOBAHHA
- Pimpfgnom HCl/ - L1=15.0 AvengeprenH-lOO 4%, RSD=0.58%
HOHA MEAPOXJIOPRN 12=25.0 AV=1
- Feapiverinium bromide
Genmmpepusina SpoMun 1043 % -114. 2% oA
RSD- 12 vslz 9
1. Kdetamlzole Sodium (%) 95 %t o 105 % of label claim 97.9 %
2. Pitofenone HCl (%) 90.0 to 110.0 of label claim 99.4 %
3. F‘g;pwenmum omide 90.0 to 120.0 of label claim 100.8%
K%:)lmecmnme onpeacnenne
i‘ Metammon Hatpus(%) Ot 95 % no 105 % OT KON-Ba, YKAIAHHOTO Ha 3TH- 97.9%
HOHA Ha | kerxe
. g: m:poxnop Ot 90 % no 110 % oT KoN-8a, YKAIARHONO HA 3TH- 99.4%
. e Hema GpoMua KeTke
) P 6760 % a0 120 % ot wan- : 100.8%
Reviewad by / [lposcpesio Approved by / Yroepuaeso
Name/¥ins: Dusitysat Singh/ Tynn.rr Cusrx Name/Hban: Yogeeder Tiwari AOresnep Tusaps
Detez//lava: 29052021 Date/Jlama: 2905221
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Torrent Pharmaceuticals Ltd.

Toppent ®apmacsioTnxanc Jita,
Baddi- 173205, Dist. Solan, lndis
Baams- 173205, Nuct. Conan, Hians

Torrent House
Off Ashram Road,

Ahmedabad-380 009,
India

TPL

Toppemwm Awpms Poyn, Ten: (079) 2658 5090 gﬂon‘eni'
Axpie, -380 009, (079) 2658 3060 et
Huans Gaxc: (079) 2658 2100 P
Jiaboparopus Mo KoNTPORI0 KavecTaa / Quality Control Laboratory
CERTIFICATE OF ANALYSIS / CEPTHO®HKAT AHAJIM3A
FINISHED PRODUCT / NTOTOBAA JIEKAPCTBEHHAR ®OPMA

Name of Product Spasmalia Tablets (2X10 Tablets) Specification No. L10452
Hasnanwe npenapara Cnasmanss  Tabnena (2X10 va6) Cne Ne:

Materisl No Version No: 9

)& MaTepuana: 5502080 Bepcua Me

METAMIZOLE SODIUM, PITOFENONE HYDROCHLO- | Mfg.Lic.No.: MNB/OS/183
RIDE, FENPIVERINIUM BROMIDE TABLETS N npouss, muuen.

Each uncoated tablet contains: Inspection Lot No.

Metamizole Sodium..........c..ccvviivnninniiniais 500 mg Ne HHCNEKUHOHHOTO 040000351375
Pitofenone hydrochloride.............coccviiniininnnn S5mg noTa

Fenpiverinium bromide.........ccccienennnnnnnininns 0.1mg “Batch size:

O6beM cepHn: SURIOV.IN0 Likirke

MeTamu3on HaTpHE, OHTOGEHOHS MNUAPOLIOpHAs, dennune- | Receipt Date: 20.05.2021
pumma Gpomuas Tabneru ata YeHHA: .

Kaxpnas rainerxa, Henokpuitas 060M04KOA CONEPXKHT: Mfg.Date: 04.2021
MeTaMMION HBTPHA. . ...vvvvirerirrrsrnrarissneneis S00 mr Eg_n BMIOYCKa: -
NHTOGPCHONA FHAPOXTIOPHE «..ovvrnerivrirasienrasanns Swr Exp.Date:

¢e‘mﬂuplu“‘.’ GPOHK.!I ............................... 0,1 Mr roae“ !0: 03.2024
Batch No.: Sample Quality: 126
Cepna, Romep: CU11H039 OBten npobui: i
Manufactured by: TORRENT PHARMACEUTICALS Ltd. Analytical Report No.: 040000351375

wisoantens: TOPPEHT ®APMACBIOTHKAJIC Jiy, Ne npotokona:
Analysed as per: RLT/1403 Report Date: 29.05.2021
AHanus no: Jlata ananu3a:
TESTS LIMITS RESULTS
NCOLITAHHA _OPEAETHI E3VJILTATH

R KETKe

Microbial imit test:

- uwlogq“e;m YHCTOTA:

aerobic
O6mee aHcno a3poSHLx Gaxte- | Not more than 1000cfu/gm / He Gonee 1000koe/r 30 cfu/gm ; xoe/r
%uﬂ: Not more than lmcﬁup'ﬁlrfl-lcﬁomlomoeir < wcfuﬁ;mefr
‘otal fungal count / OSmee uncno

Tpubos:

E}.’Culi! E.Coli Should be absent / TS Absent /OTc 1ot
Remarks: Conforms o L10452 Specification Tipssvieume: Cooraerernyer cnewpdumcuso L10452

Sampling Plan: Z001 Tnas o6opa oGpaspe: Z001

Issued To Plant QA. Barmano B Otnen ofecneuetin auecTsa NPearpHaETHR

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

[pinveuanue: AHATHI MO0 BCEM NOKAIATENAM NPOBOIWTEA HA DaHHOM cT2-
1w, Gea neperoca pesyNbTaToR BCMBITAHKH HEpaCHAcCOBAHHOIO NpOAYK-
T2

Reviewed by / iposepeno Approved by / Y Teepsmeno
Name/Vines: Dusliyast Singlv' Tyosesit Cowx Name/line: Yogender Thwari A0rennep Tomapn
Date:/Rara: 29052021 Date/Tlara; 29982021
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TORRENT PHARMACEUTICALS LIMITED

-GN LS00 UTRLCONN 28

‘Ns. Badd-Univerlty, Vilage Blid-Makhnu.Mejrs, Tohsl : Bacdl, Digt::Solan { H.P )-175205, Phone: +51 1785 683800,
Raeg.Oftioe wmmmmm-wmmm +91 79 26300000 mmnphmwm

SR i Bl R e St i e e i e B




