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Toppewr Mapsackierieane Jva., Hregus
Torrent Pharmyceuticals 1.td.

Torreat House, O Ashram Road,
Ahm;.ddh.ﬂ! 3R0 009, India

T

[Apec MeCTOHAXOKAEH A ACPHATCIEN
{BIRALILLUA) PETHCT PAUHOHHATO YAOCTOBEFEHHN
'.'I!lcapcraemloro npenapara

24.04.2009

ara rocyaapeTeennoil perucTpaunn
JeRAPCTREHHOTO Mpenapara
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Cpow JeACTBHS PerHCT PAUKOHIOND

BeccpouHo
Y/OCTOREDEHHR ICKAPCTEEHIONG HpenaparTa

Nura suecenus wimenennit g PErHCTPALHOIINIGE
y,lllJI.'['(IKE[IEHH! JEKAPCTBEHHOrO Npenapara 08.102019
(4474 1AMEHK PEFACTPALROAEOTO ’
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ITaproroe HARMEHOBAHMNE Inaneran®

MeM!l]’HdpuI{HU: HENATENTOBANII0E, Hin
FPYNITHPORGTHOE, HIH XUMIIECKOR MemueanionziatiKenun kostnonerrs+ITaBkpeniing
H'IHMI!H{PHBHHE
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: Ka-un BeWA N COCTAR W xomf-lccrnemlhm €OCTAD ucﬁcTBymunx HELIECTB H xaqecmenumﬂ £0CTAR
BOMOMOI 31 CLILHAIK REN(ECTE

namcpermm 192.00 w (umuHH(‘ch npn-rcasu He menee 300 FIP E_rwaﬁ AKTHBHOCTL IHNA3bI

e penee 6000 FIP Ealraf, aximshocTs amMinaskl #e Meree 4500 FIP Enfrad), sxcTpaiT SWssei kerun
25.00 mr,. rcmmenmonma 30.00 mr, RETOMOraTENLHLIE BEWECTBA (IAKTIILI MOIGTHAPAT, MArIUNA CTEapar,
KPEeMIIHA NHOKCH KOANOHARKIIT, 0fanouka KHLIE'HOPACTROHMAS [ennauedart, 31IThn $ragar|, obarowke
Icaxapiian [caxaposa (kareropus Oupma), KATLUAA KAPGOHAT, TATbE, AKALHK KEMEID, MENETHIL, TUTARE
AMOKCH], BOCK nqeﬂHHbli‘l Al u:m}]
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thapMa Bhinycxa (ﬂrhapnu:unaﬂ dopya, TAATETKII, nmpmme mme'mopaomopuuoﬁ 060.104K0ii :
Ro3Wpenia, NepBNYRAA YIAKDKKE, kKoawuecTBO |{BnuwcTtep) [0 x 2/4/6/8/10 (nanka kapToHHas)
neKapeTaeinoii HopMbl B ueprnunDi
YORAKOBKL, KOAHULLTBO ICPBHYHON YIAKARKH B
norpeﬂurenhcrau YHUKOBIE, KAMIIEKTHOCTE)
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ClparuLd 2 pericTPauMORHOro yaocToeperns Ne || NUIS075/01

lpon3BoIcTRERKLIE TAOWIAAKH, YHACTBYIOWNE B NpoLecce NPON3IBONCTRA TIEKANCTBEHHOMD
Nperapara, ¢ ykalaHieM cTagnl npousnoscros, naseannii u pakTiiieckny apecos
MECTOHANOKAEHNS

(Tpowmodumens (Bee cmaduu npowsspdcomse) Toppent @apmacuioTuranc Hra,., Aaus /
Torrent Pharmaceuticals Lid., India

Vill. Bhud & Makhnu Majra, Baddi - 173205, Teh Nalagach, Dist. Solan (H.P.), ndia

Crare-cexperaps - 3AMeCIH I
Mnanerpa




Torreat Pharmaceuticals Lid,

Toppent ®apuacssormcanc Ja.
Toppent Xayc O Ampau Poya,
Axnenatan-380 009, Vians

Vill: Bowd & Mukhnu Majra, Baddi-173205,

Torrent House
Oft Ashram Road,
Ahmedabad-380 009 [ndia

TPL

= Thie caxapHol 0502040,
(Ave)rage Weight (mg) / Cpr.am macca mg/mr 1 ) mg/mr - 649,0 mg/nr)
MT

HO# 060M04KDR.
593.9 mmr

The Nalagarh 1)ist.: Solan (H.P.), lndia Ten.: 2658 5090
Ten.. 01796 663900 . fg; 2658 3060 e-'orren'-
Daxc: 01796 276086 Daxc: (079) 2658 2100 - TR
JlaGopavopun no kouTpenio xauecres / Quality Control Laboratory
CERTIFICATE OF ANALYSIS / CEPTHOUKAT AHAJIHIA
FINISHED PRODUCT / TOTOBASA JIEKAPCTBEHHAS ®OPMA
Name of Product T ENZYSTAL (4 110 Tab) Specilication No., Li0z02
Hasaaue npenapara : JUIUCTAN (4210 Tab) Cneuiduiauns Ne
ater . : 851 Version No. 07
Ne mavepuans Bepuna Ne
Generic Name : Digestive Enzyme Tablets Mifg.Lic.No MNB/0%/183
U'enepuneckoe nassanne i NULEBapHTENbHOE HEPMEHTHOS Cpea- Ne NPOHIB_AHULHIHM
T8O
Composition ; Each Enlcric/ougar Coated tablet contains: Inspection Lot No. 040000336903 |
1) Pancreatin BP. ... 192mg HHcneKUnoHHMA noT N
2) Hemicellulase .. . 30mg ioh aize 760000 000 TAB/TAR
3) Extract Fellis Bovis................c....... 25mg O6LeN cepin
Cocras: Kakaas TafineTia, NOKperTad KMILCTHIPACTBOPHMON nGONOMKOR, 00~ | Receipt Dele: 11.12.2020
AepRuT: Jara nomyuenns:
1) MankpeathH BP........oooooeevvene, 1920 Mig Date 10.2020
2; TEMHUCATIONATA.......ccovenireranarrinnnnns SO MF T4 NPONIBOAC TE2
IXCTPAKT GMITLER HEnUM............... 25 MF W T
= "onck 10 (BK/DOYHTENLHO)
Batch No. CKLAGO0S3 mple quantity 400,00 Tab.
Ne Cepum O6nem n% 400.00 26
Manufactured by : TORRENT ICALS Lud. Analytical Repon No. 90,
0 : TOPPEHT @APMACBIOTUKANC Jlva. Ne MNporoxona
_Emmmm_—'m__ym asper . :RL1/1 MR BT PR P Repon Date: 18.12.2020
L Anamis no : RLT/158 | [lata npotokona
S — LIMITS _ U
HCILITAHHA =L IPEAEIb] PE3VJIbTATHI
Description White, round, biconvex, sugar coated tablet. White, round, biconvex, sugar coated tablet.
Onucanne Benbie, kpyT-Tbie ABOSKOBBOTYK/TRIE TAfNETION, NOKDbI- KpYI-Bie JBOSKORBITYKThie Talnemioy,

au

ii.Lipase Activity/ AKTHBHOCTB THNA3H
ili.Amilase Activily/AKTHBHOCTS AMHNG-
3Bl

2) Hemicellulase/ Cemuuenmonasa

0,IM p-pa Hoaa‘tab.

3) Extract Fellis Bovis/Jxctpaxr 6it-

NLT 4500 FIPU/Tab/ He menee 4500 FIP Eu/raG.
NLT 2.0 ml 0.)M lodine/Tab/He menee 2.0 wa

NLT 11.25 mg/Tab.as Cholic acid/ He menee
11.25 Mr/TaG n suae xvlcpOR KHCAOTM

Idenuification/IoaawnHocTe
A.1.By Fibrin hydrolisis reaction To comply the test / [omken cournetcTaveats Complies
peaxiins ruApoAHsa HGpiHa ;pe CooTsetcrayer
2. By Starch hydrolysis reaction o comply the test / Jlomken cooteercTBoBaTH Complies
Peaxuma ruaponnia kpaxmana Want CootaetcTayer
B. By clolour reaction with furfural and Solution gives blue colour Complies
sulfuric acid
Lipernas peaxuns npn 2oSanaeHun PacTsop okpaiuueaercs B CHHKR LBeT CooTtsercTByer
me%m H CCPHOM KHCIOTHI —
Water / Bona Not more than 7.0 i‘ He Gonee ’!,6 % 4.2%
Disintegration /PacnanaemocTs
1) In Artificial G.F. Should not disintegrate within 2 hours Complies
B HckyccTaeHHON KETYAOUHOH xu1- He somxmit pacnanarsca s revenme 2 wacos Cootsetcteyet
KOCTH Not more than 60 min 50 min 06 sec
2) In Anificial LF, He Gonee 60 mun 50 mun 06 cex
B ucxyccrrenHON KHLWIEYHON XuAKO-
LT
[ Organic volatile impurities (by GC):
Oprannyeckne netyyne npuveck (MX):
- lIsopropyl alcohol /  Haonpormnossi | Not more than 5000 ppm / He 6onee 5000 ppm 1864 ppm
CNK
- Dichloromethane /  Mixnopmectan Not more than 600 | He 6onee 600 ppm 94 ppm
S JAcetone /| Aueton Not mﬂ\ﬁm / e Sonee 5000 ppum 339 ppm
Assay/KonnyecTaenHoe onpeaenenue
1) PancreatinTlankpearnn
i.Protease Activily/AKTHBHOCTS NpoTe- NLT 300 FIPU/Tab/ He menee 300 FIP Ea/ra6. 638 FIPU/Tab / FIP En/va6.
NI.T 6000 FIPU/Tab/ He menee 6000 FIP Ea/ra6. 6879 FIPU/Tab / FIP Ea/ta6.

5203 FIPU/Tab / FIP Ea/Tab
3.62 mlimn

17.56 mg /wr

YbEH MENYH
Reviewed by / Niposepeso Approved by / Y Teepanese
Name: Rajeeh Singh / Pagmom Cwerx Name: Yogender Tiwerl/ FOvouncp Twmape
Datez/Jom: 18122020 Dot/ Jera: 18122020

“This docwment has bees produced clectrosscally and i valid withowt sigmetare / TiscymesrT COuMM S 1PN S 8 CACTRETC0 663 SUERES
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‘Turrent Phermacesticals Ltg, Torrent House
_}'oppeur@opuumﬂm Jia, Off Ashram Road, T P I
oppet Xayc Od Ampam Poya, - i
Axuenstag- 380 009, Hiugss Ahmedabad-380 009 India
Vill. Bhud & Makhnu Majra, Baddi-173205,
The Nalagarh Dist.: Solan (.P.), India Ten.: (G79)2658 5090
Ten: (01796663900 (079) 2658 3060 9-'0_.”‘.2#
Gakc: 01796 276086 daxc: (079) 2658 2100 - ATTT
JlaBopaTopua no konTpose KavecTns / Quality Coatrol Laboratory
CERTIFICATE OF ANALYSIS / CEPTHOHKAT AHAJTH3A
FINISHED PRODUCT / TOTOBAS JEKAPCTBEHHAS SOPMA
Name of Preduct "t ENZYSTAL (4110 Tab) ?('Pecirmﬁon No. L1020
Haisaune rl-EmEn : IHIHCTAT (4 x10 Tab) neuudu No
’L;m $ ersion No. 0?
-“‘?‘m. Bepcua Ne
Generic Name : Digestive Enzyme Tablets Mfg.Lic.No MNBAS/T83
Tenepuyecoe naysanme ! THILCRADUTEABHOE PepMENTHOE cpee | ) NPOH3B. THLCHINK
Cr80 .
Composition : Each Enteric/Sugar Coated tablet containe: Tnspection Lot No, 040000336903 |
1; Pancreatin B.P. w19 Hucnexunonnmil ot M ‘
' Eaa%-m === . J00800.000 TAB/TAE |
O6bem cepiu
0cTAS; co- Eewpl Date: 11.12.2020
HCPROAT: % NOMyYeHuA;
g.Date 102020
Jera n%mmagnu
Fxpiry te 092023
04¢H 10 (BITIOYHTELHO
"Batch No. Sample quantity 400.00 Tab.
Ne Cepun OGveN npo6al 400.00 a6
anufactured by : Ltd, Analyt rt No.
l%ﬂm :WOAMCI’IIOTWCJ‘T& Ne Iporoxona
An. asper : Eepon kw: 18.12.2020
Asawo mo LRLT/LSS WMM
TESTS L
HCNBITAHHA NPEAEJBI PE3YJIbTATHI
Microbial limit test
MukpoGuonornyeckas wcroTa
'ggml aerobic count gMﬁ'l;lOB? mcfgl%nﬂli 100 cfu/g - xoe/r
iee YHeao apobusix Gaxrepii e Gonee xoe/r
Total fungal count Not more than 100cfu/gm 20 cfu/g - koe/r
O6wee yncno rputos He Gonee 100xoe/r
E.Coli Must be absent/[lomsum oTcTyTCBOBATD Absent/OtcyTeTayeT
Remarks: Complies as per L10202 Specification Tpsserassie: Coornercrayer cnassioounas 110202
Sampling Plan: Z001 Ilnat ov6opa ofpauoe: 2001
Issued To Plant QA Baimano 8 O1oea ofecniccHim Kectsa peanpHene

Note: Complete testing to be done at this stage, no any test results TpHmedansie: Anatul N0 BCEM NOKAIATENAM MPOBOANTCA KO HAHHOH

craamm, 6e3 neperoca pelynsTaTOR HCMBTANKN HEPACHACOBAHHOIO NPO-

1o be taken from SFG slage
ayKTa
Reviewed by / Iposepesio Approved by / Y reepssnens
Name: Rajeeb Singh/ Pazeom Cious Name: Yogeader Tiwari/ [Orenacp Tumapn
Date:/lava: 18122020 Date:lara: 1812.2029
This docwrnent has been produced electromically and is valid withowt siguature / [losywe s consan & VIERTPOHIIOM 3¢ H AticTas e/ 6o Do

Crpanna 2 u3 2
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Toprosoe HaumeHoBaHue
Pernctpaunonnoe yaoctosepenne
Jlexapcreentas dopma, Ao3Hposxa
dopma setnycra

Cepua Ne

Hara npoussoacrea

losow ao (sxn.)

Cpox ronsocT#

Koanyecrso { yraxopox)
Tpeanprwvsic-w3rorosnrens, crpans/

Bunycxamusiit xonTpons xavectsa
Poinok

Ynaxosxa

MapKUPOBKR a DHOCKOM RTBIKE:

Yenosus xpanenns
HopMaTisian aoxyMeRTLLAS

O “torrent-
[
W PHARMA
Havra :25.01.2021
EPTH TCTBUA P :
FImscTan®

M NO15075/01 ot 24.04.2009
TabaeTku, noxpsiTeie xumetnopactaopumoft 06on04xoil
{6auctep) 10 x 4 (nauka kapronnan)

CKL4GUS3

31.10.2020

09.2023

3 rona

{7000

Toppent Gapuacsiorinane Jia., W/ Toment Pharmaceuticals Lid.,

Vili. Bhud & Makhnu Majra, Baddi 413205 Teh Nalagarh Dist. Solan (H. P.), lndn

Pocculickas Deacpausa

Mo 10 vabactox 8 An/An: Gawosep. nodﬂnmvpam 10 Tafinerox ¢ HHCTPYKUMHEH RO

NPHMEREHHIO YNIAXOBAHS! B KBPTONHYIO NAYKY.
Ha Gaucmepe yRasano: TOProBOE HAHMCHOBANHE NPCRBPATE ¢ NPEAYNPEAHTEALHC
mapisposkoli ® (ayGampyevcs Ha aurauiicxkom  asvike  “ENZYSTALY
apMaKOrEPANOBTHIOCKAS TPYNTIA, MPYTTHPOBOMHOS HAWMCHOBAHMG, MEKAPCTBEH H:

PME, HAIBAHNHE H CORSPAIHE ACHCTBYI0UIMX BemecTs 8 TabneTxe, "® - Register

rade Mark", «VAYMIMAET {THIMEBAPEHMER,. «COCOSCIBYET BbICTPOMY

NONHOMY OEPEBAPHBAHHIO {THHIM», «CHMUMAET OILWYIMEHUE TAKECIH
WENYAKED, YCAOBMSN M, YCNOBME OTNYCKA, HABHMCHOBAKME (HPMbI
nNpow3IsoANTEN, anpec {cTpana), norotn (navnhuueit), «TOPPEHT - ®OPMYJ

-3ROPOBLIN, XOR YNAKOBOYHOTO MATEPHANA, CBERCHHA O koge AkuieHsnH (GykseHn
ungposoe

oboduavenne - saTHHHUeH), HOMED CCpPHH, NBTE TPOHIBOACTEA, CPY
PORHOCTH{ BRAIOMHTENLHO), «J1N18 NPUeMa BHYTLY.
Ha nmouxe (4 Gaucmepa no 10 mabremox)
npenapata ¢ npeaynpenuvenstoil mapkuposxoli ® (myGaupyerca Ha aHrnmficxc
mbike “ENZYSTAL®”), dapmaxorepanesTHweckas rpynna, rpyTIHpOBOUH(
HAMMEHOBAARE, NEKAPCTRCHHAS (GOpMA, HABANME U CONGPKAHWE ACHCTBYIOUL
sewjects 8 TabGnerwe, «Ho3a: Cnocol DpHUMEHCHHR M N0MA): CM. HHGTPYKUHIO 1
npuueremion, "® - Registered Trade Mark”, «Vmywwaer n He
uCnocofictayer GuicTpOMY H NONHOMY NEPOBAPHBAHMIO [HILKY, HHUM®
OWYMICHHE THMECTH B menymke», «/lnf NpreMa BHYTPLD, YCIOBHE XPaHCHH
«XpaHHTb. B HEAOCTYTIROM AMA mevell MecTe.»), YCROBMA OTnycka, «TOPPEHT
GOPMYJIA 310POBbAY, HAHMEHOBAHHC (HPMBI—-POHIBOAMTENS, Aapec {(CTpaH:

0: TOPrOBOE HANMENOBAH)

- IOPOTHN (NATHHHLEH), KON YTIAKOBOMHOTO MATEpHANA, CBEACHHA O KOAC JIMLICH)

{OyxmenHo- soe oboanaverne NETHHHLUEH), HOMED OSPHHK, AATE HITOTOBNCHH
roaeH Ao{BKN. ), KOMHYECTEO TAENTOK B YNAKOBKE, LITPHX-KO, NPeXyNPEAHTENbH
uaanucy  («flepen  ymotpelncRHeM cCnelyeT NPOYMTATE HHCTPYKWO I

. npumensnmio. He pexomenyercs mpeabilaTh yXisaHHylo nosy. B cryuse, ecy
' CHMNTTOMb HADYUICHHS COXPAHNIOTCS HECMOTPS H8 NpUMeHcHHe JHnHCTARAC

CQROUYET [PONOUCYALTHPOBATLCA ¢ Bpauosm. «Ilpenapar cosepxsT caxapoay
NAKTOIY MOHOIWDPETY, HOMED PErHCTPALIHOHHOMO yAocTOBepeHus («Per. 1omep::

«Jna ema BHYTpe», 2D xon (asymepHnift wpuxosoil ko), rnoGansb
mmmummmun tomep {GTIN No.), cepuitmil somep (Sr. No.).
R HETS (P TEMNIEPaType He Bhilte 25 °C

Xpa
HJ ITND15075/01-240409, mm.Ne |-7

Crp. l u3

TORRENT PHARMACEUTICALS LIMITED

CIN : L242300U1672PLC002128

Nr. Baddi University, Villags Bhud-Makhnu Majra, Tehsil : Baddi, Dist.:Solan ( H.P )-173205, Phone: +81 1795 8683000,
Reg.Office : Torrent House, Off Ashram Road, Ahmedabad - 380 008, Indla. Phone: +91 79 26589000 www.tomentpharma.com




3akpbiToe aKuMoHepHoe obwecTeo

“TOPPEHT ®APMA”

Ten: (495) 258 59 90
Gan. (496) 258 59 80
lorrent@torrentphat mu o

a'forrer
PHRRM

Nouroswiit agpec:
Poceust, 1174 18 Mocxsa,
yn. | losovepemyunurcran, .61

Opnauyecinit appec:
Poceun, 117418 1. Mockaa,

yn Hosouepemyunonioxan, i 61

enz40_CKLA4G053_24.03.2021 POC3IPABHAA3IOP

HNOATBEPXIEHHME

Hacrosmmm 1, Ammt Moxan, ssgommiies Jupextopon aenapramenta 3A0 « 'OPPEHT
DAPMAY, Ra ocuoBanawn Josepennocts ot 10.09.2018 r. NOATBEPKAAID COOTBETCTBHE BBOIHMOTO

NEKapCTBEHHOro mpenapara TpeGoBanumM,

YCTaHOBNCHABIM NOpPH €ro roCyAapCTBEAHOIH

perucTpaymuy.

1. | ToproBoe HammeROBaHHe Imucrar®
2. | MexnyBapomHoe HenaTesTOBAHHOE Femnnenmonasa + Xemyn xoMnOHeHTH +
HaHMeHOBAHHE ITanxpeatun

3. | JlexapcTeennas popma

Tab/IeTKH, NOKPHITHE KHIICIHOPACTROPHMONH
obonouxoit

4. | Noanposxa -

5. | ®opma BuImycka TabneTky, NOKPHITHIE KHIIEYHOPACTBOPHMOR
obonovxodi (Gmcrep) 10 x 4 (nadxa KapTOHHAK)

6. | Homep cepru (naprau) CKLA4G053

7. | O6vem cepuu (napTHH) 17000 yn.

8. | Mara sminycka 31.10.2020

9. |Tonen mo (Bxn.) 09.2023

10. | HanmeHOBaRHE A aZpec NPOHIBOAHTENS

Toppeut ®apmacsioruxanc Jira., Muaus

(c yxasauneM cTamuil MPORIBOACTBA) Torrent Pharmaceuticals Ltd., India
Village Bhud & Makhnu Majra, Tehsil Baddi
173205, Dist. Solan (H.P.), India
(Bce cTamEM TPOH3BOACTEA)
11. | Homep u nara perncrpaumroRHOro I1 N015075/01 ot 24.04.2009
YAOCTOBEPEHRL Aata 3amenkl 08.10.2019

12. | IlomMep nopmaTHDOON HOKYMeITALEN

ITNO015075/01-240409 nam. Ne 1 .7

13. | Haumenopanne B agpec aepxarens
PerRCTPALIHOHHOIO YAOCTOBEPEHHA

Torrent House, Off Ashram Road, Ahmedabad

/ Jnupexrop aenapramenTa

Toppert ®apmacsiotrikanc Jita., Haaus
Torrent Pharmaoeuticals Ltd.

Amar Moxan




