JEKJAPAIIUA O COOTBETCTBUU

JEKJAPAHT, IPHHUMAIOUIAH JEKJAPAIIHIO O COOTBETCTBUU
340 "TOPPEHT @APMA"

Ceedenus o pezucmpayuu opzanusayuu: Mespaionnas uncnexyus Pedeparenoi naro206ot cuyxcter Ne 46 no- |
2 Mocxkee 28.07.2005, OI'PH 1027739100553, dama npuceoenus OI'PH 21.08.2002. :
Aopec: 117418, Mockaa, yn. Hosouepemyurunckas, 0. 61. Tenegpon: 8(495)258-59-90.
B nuye: I'enepanvuuiii oupexmop Aepasan Cynpum Cyuiun

Josepennoe muyo: Moxan Awum, dosepennocme Ne7 7456020040 om 20.05.2015

3ASABJIISIET, UTO

JCKAPCMBEHHOE CPEOCMEO. DH3Ucmal, matiemKxu ROKpeimoie Kuieinopacmeopumon obonoyxoi 10 wm.,
VHAKOBKU AYEUKOGbIe KORmMYypHble (2), nauku kapmonnwie, pec Ne IT NO15075/01 om 24.04.2009 (dama
nepeopopmnernus 06.08.2013), cepua CHS2E062, napmua 33000 ynaroeox, 2odexn do 30.11.2021,
npouseoocmea Toppenm Dapmacviomuxanc JImo, Hnoua, Vill. Bhud & Makhnu Majra, Baddi-1732035,Teh
Nalagarh Dist.Solan.(H.P.),India koo OKII[2 21.20.10.118, koo TH B3 3004900002, konmparm Ne
31/TPLITP om 01.06.2018, uneoiic Ne 9116008266 om 15.03.2019

COOTBETCTBYET TPEGOBAHU M

I NQI15075/01-240409 uzm. Nel-4

JEKJTAPATIUA TTPUHSATA HA OCHOBAHHHA

npomoron ucnetmanuti Ne 22439 om 30.04.2019 Jlaéopamopnerii yewmp OO0 "LKK OHL{", ammecmam
arxpedumayuu POCC RU.0001.21 PK75, Cepmughuram POCC IN.@M11.C84349 om 06.05.2019

- "éi EKJIAPALIMM (6.05.2019
B HMCTBUTEJBHA 1O 30.11.2021

(84

MOAMKMCH - D.1.0O

Moxan Awut

CBEJIEHUA O PETUCTPALIUN

OPTAH MO CEPTU®UKAIIAA, 3APETUCTPUPOBABIIUI IEKJIAPAILAIO

RA.RU.1I®MI1 OPIAH 110 CEPTH®HKALIHH NPONYKLHH OFI{ECTBO C OIPAHHYEHHOH
OTBETCTBEHHOCTEIO "©OPMAT KAYECTBA", adpec opeanuzayuu © 109428, 2. Mockaa, 1-viii Bazoackui
npoeso, 0. 3, cmp. 1, adpec opeana no cepmupuxayuu. 129626, 2. Mockea, 1-as Mevmuwuncras, 0. 25, men.
(495) 783-19-08

JAEKJIAPAIIAA O COOTBETCTBHH 3APETUCTPUPOBAHA N POCC RU JA-IN.®M11.4.22823/19
JATA PETMICTPAIIUMN 06.05.2019
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Torrent Pharmaceuticals Ltd.
Toppent PapmackoThranc Jdra.
Toppent Xaye Odid Awpam Poya,
Axmenaban-380 009, Hrnaua

Vill: Bhud & Makhnu Majra, Baddi-173208,

Torrrent House
Off Ashram Road,
Ahimedabad-380 009 India

TPL

Date://lam: 19022019

Dates//lama: 19022019

The Nalagarh Dist.: Solan (H.P.), India Ten.: (079) 2658 5090
Ten: 01796 663900 (079) 2658 3060 “torrent
Maxke: 01796 276086 Gaxc: (079) 2638 2100 PHRRMA
JlaGopaTtopus no kouTpoae kavectea / Quality Control Laboratory
CERTIFICATE OF ANALYSIS / CEPTHOHUKAT AHAJM3A
FINISHED PRODUCT / TOTOBAA JIEKAPCTBEHHAH ®@OPMA
Name of Product : ENZYSTAL (2x10 Tab) Specification No. 110202
Ha3ssauue npenapara : JH3ACTAJ (2x10 Tad) Creunduxauus No
Material No. : 5500752 Version No. 06
Ne matepuana 3 Bepeus Ne
Generic Name : Digestive Enzyme Tablets Mg Lic.No MNB/05/183
[eneprueckoe HA3BAHNHE : MULIeBapUTENEHOE hepMeHTHOE Ne HpOM3B. THIEHIRH
CPELCTBO
Composition : Each Enteric/Sugar Coated tablet contains: Inspection Lot No. 040000280486
1) Pancreatin B.Puisimnsissi 192mg | Mncnekusonsbii 0t No
8 P o Baich size 700000.000 TAB/TAB
QbbeM cepun
Cocra: Kaknas TabneTka, [OKpITas KHIIeYHOpacTBopuMoii obonourodi, | Receipt Date: 08.02.2019
COJIEPHHT: [Jlata nonyueHus;
1) Tlauxpeatu B.P. .....ccccoovcnnnn. 192 mr Mifg.Date 12.2018
2) TeMHUEAMONA3A. ....ocivivinrimieniaiirn 50 mr Jlata npou3BoacTEa
3) OxXCTpakT OBIMBEH WEMUH ......ccoeev.. 25 mMr Expiry Date 30.11.2021
- . T'onen A0 (BKAIOUHUTENLHO)
Batch Ne. CHB82E062 Sample quantity 400 Tab.
Ne Cepuu . O6bem npobit 400 Tab
Manufactured by : TORRENT PHARMACEUTICALS Ltd. Analytical Report No 040000280486
Ipou3BoaxTe: : TOPPEHT @APMACBIOTHUKAJIC Jita. No [Iporokona
Analysed as per  : RLT/158 Report Date: 19.02.2019
AHaIH3 [0 : RLT/158 | Jlara npotokona
TESTS LIMITS RESULTS
HCTILITAHHA MPEAEJIbI PEIYJILTATHI ey,
Description White, round, biconvex, sugar coated tablet. White, round, biconvex, sugar coated tablet.
Onucanue Befble,  Kpyrfasie  OBOSKOBGLINYKAbIE  TalneTkH, Benble, KPYTBIE JBOSKOBBITYKILIE TAGNETKH,
TIOKPBITHIE cCaxapHOi 000 I0HKOH. NOKpPBITHIE caxapHoi 06onouKoi.
Average Weight (mg) / Cpeauss macca 590 mg/mr £ 10,0% (531,0 mg/mr — 649,0 mg/mr) 571.0 mg/mr
(Mr)
Identification/TlomunocTh
A.1.By Fibrin hydrolisis reaction To comply the test / Jlomken cOOTBETCTBORATH Complies
peakung runponuia udpuna TpeGoBaHuAM CooTseTcTBYET
2. By Starch hydrolysis reaction To comply the test / JlojkeH COOTBETCTBORATH Complies
Peakuus M’HAPOIN3A Kpaxmaa TpefoBaHKAM CooTBercTByeT
B. By clolour reaction with furfural and Solution gives blue colour Complies
sulfuric acid o
L[seTnan peakuus npy noGaBIeHHH PacTeop oKpallKBaETCsl B CAHHI IBET CooTBeTCTBYET i
(pg@xgona 1 CEPHOH KHCIO0ThL
Water / Boaa Not more than 7.0 %/ He 6onee 7.0 % 3.86 %
Disintegration /Pacniazaemocts
1) In Artificial G.F. Should not disintegrate within 2 hours Complies
B WekyccTBeHHOM ey 10uHOH He nomkHsl pacnanaTecd B TCUSHHE 2 HacoB CoorsercTByeT
KHIKOCTH Not more than 60 min 30 min 40 sec
2) In Artificial LF. He Gonee 60 MuH 30 mis 40 cex
B uckyccTBeHHOM KullIedHOM \
HUIAKOCTH o
Organic volatile impurities (by GC):
Opranuveckne nerydue npumecu (I'X):
- Isopropyl alcohol /' Hzonponuioseiit | Not more than 5000 ppm / He 6onee 5000 ppm 551 ppm
CIIHPT 36 ppm /
- Dichloromethane /  Jluxnopmeran Not more than 600 ppm / He Gonee 600 ppm 285 ppm.
- Acetone/ AILLETOH Not more than 5000 ppm / ne 6onee 5000 ppum /
Assay/Konmd4ecTBeHHOE OTIpefencHHe ; -
1) Pancreatin/Tlankpearun -365.8-FIPU/Tab / FIP Ex/ra6.
i.Protease Activity/ AKTHBHOCTE NLT 300 FIPU/Tab/ He menee 300 FIP En/Tab. 6851.1 FIPU/Tab / FIP En/Tab.
1poTea’bl NLT 6000 FIPU/Tab/ He menee 6000 FIP Ea/ra6. 4788.7 FIPU/Tab/ FIP En/rab.
ii.Lipase Activity/ AKTHBHOCTb THTTa3bi NLT 4500 FIPU/Tab/ He menee 4500 FIP Ex/ra6. 2.4 ml/mn
iii.Amilase Activity/ AKTUBHOCTh NLT 2.0 ml 0.1M lodine/Tab/He meneg 2.0 mn
AMHUTA3BI 0,1M p-pa itona/Tad. 2534 Mg / mr
2) Hemicellulase/ Temuuennonasa NLT 11.25 mg/Tab.as Cholic acid/ He menee
11.25 mr/Tab B BUAE X0NeBOH KHCIOTHI
3) Extract Fellis Bovis/kcTpakT
ObIuBeH wemy
AN
| Reviewed by / Ilposepeso Approved by / Yrsepaueno 15 -lvh/ \-5'
Name: Narinder Singh Name: Atul Pathania

This document has been produced electronically and is valid without signature / lokymenT codian
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Torrent Pharmaceuticals Lid. Torrrent House
Toppeut @apmacbioTHragac Jra. Off Ashram Road,
Toppetrt Xaye Odi Auuipam Poya, Ahmedabad-380 009 India

Axmenaban-380 (09, Munus
Vill: Bhud & Makhnu Majra, Baddi-173205,

The Nalagarh Dist.: Solan (H.P.), India Ten.: (079) 2658 5090
Ten.: 01796 6639200 (079) 2658 3060 ﬁﬂf’
Daxkc: 01796 276086 taxc: (079) 2638 2100 PHRRMA

JlaBopaTtopus no kouTposio xauecTra / Quality Control Laboratory
CERTIFICATE OF ANALYSIS / CEPTHOHKAT AHAIHM3A
FINISHED PRODUCT / TOTOBAHA JIEKAPCTBEHHAS ®OPMA

Name of Product : ENZYSTAL (2x10 Tab) Specification No. L10202
Haisauue npenapara : IHIUCTAJL (2x10 Tab) Crienuduxauyms Ne
Material No. : 5500752 Version No. 06
Ne marTepuana : . Bepcus No —
Generic Name : Digestive Enzyme Tablets Mfg Lic.No MNB/05/183
[enepuueckoe Ha3BaHKE ! MHILEBAPHTENRHOE EePMEHTHOE Ne IIpOMIE. THLEH3KH
CPEICTBO
Composition : Each Enteric/Sugar Coated tablet contains: Inspection Lot No. 040000280486
:l!) ]}f{ancyca]!liniB.P .......................... lggmg Hucrexumonuiit ot Ne
i ] RR——— mg s 500000.000 TAB/TAE
3) Extract Fellis Bovis.........ccocooienne. 25mg OBbem cepui
Cocras: Kaxan 1abierka, nOKpbmas KMILEYHOpacTBOpuMoli ofosiouxod, | Receipt Date: 08.02.2019
COACDIKHT: Jara nonyuenus;
1) Tlaukpeatun B.P. ... 192 mr Mfg.Date 12.2018
2) Iemunenmonasa.............. ... 50 Mr Jlara npon3BoiCcTRa
3) DxKcTpakT GBIYBEH KEMHH ............... 25 mr Expiry Date - 30.11.2021
["oneH 10 (BKIIOYHTELHO) ~
Batch No. CHBS82E062 Sample quantity 400 Tab.
Ne Cepun L o O6beM Mpobei 400 tab
Manufactured by : TORRENT PHARMACEUTICALS Ltd. Analytical Report No. 040000280486
Tpomssomurens - TOPPEHT ®APMACBIOTHKAJIC Jha, No [lpotokosa
Analysed as per  : RLT/158 Report Date: 19.02.2019
AHanua no : RLT/158 Jata nmporoxona 5o S
TESTS LIMITS RESULTS
HCIIBITAHHA ITPEJEJIBI PE3VJILTATEI
Microbial limit test
Mukpobuonoruyeckas 4ucToTa
Total aerobic count NMT 1000 cfu/gm 40
O0bwee ynucno a3pobunix GakTepuit He 6oaee 1000xoe/r
Total fungal count Not more than 100cfu/gm <10
O6uiee yucno rpudos He 6onee 100xoe/r
E.Coli Must be absent/[lo/mKHE OTCTYTCBOBATS Absent/OrcyrcTByer
E.Coli and salmonella/ E.Coli u Must be absent//lo/i3KHEI OTCTYTCBOBATE Absent/Orcyrerayer
CajlbMOHe/L1a
Remarks: Conforms to 1.10202 Specification Tpumeuanue: Coorsercrayer cneundmxaumn L10202
Sampling Plan: Z001 [nan or6opa obpasuos: Z001
Issued To Plant QA Brinano B Oraen oBecrievenis KauecTsa NpepHs s
Reviewed by / [1posepeno Approved by / Y1eepkaeno
Name: Narinder Singh Name: Atul Pathania
Dates/lama: 19022019 Date:/Tava: 19.022019
“This document has been produced electronicaBy and is valid without signature / JlokyMenT COVTAM B AICKTPOMHOM BIe If 1eiCTBHTENeH HE3 MOMNHCH
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