JTEKJAPALIUA O COOTBETCTBUM

JEKJIAPAHT, NPUHUMAIOIIHAHA TEKJAPAIIAIO O COOTBETCTBUH
340 "TOPPEHT ®APMA"

Ceedenusn 0 pezucmpayuu opeanusayuu: Mexcpaiionnasn uncnexyus PedepanvHo HAN02060U cayncovt Ne 46 no

2 Mockee 28.07.2005, OT'PH 1027739100553, dama npuceoenus OF'PH 21.08.2002.
Aopec: 117418, Mockea, yn. Hosouepemywxunckas, 0. 61. Tenegon: 8(495)258-59-90.
B nuye: I'enepanvruiii oupexmop Aepasan Cynpum Cyuiun

Jlosepennoe nuyo: Moxan Awum, dosepennocms Ne77456020040 om 20.05.2015

3ASIBJISIET, YTO
Jexapemeennoe cpedcmeo. DH3UCman, mabaemxku NOKpbimble Kuueynopacmeopumoii obonoyurou 10 wm.,

ynaxoeKu Auetixogvie KonmypHole (2), nauxu kapmonnote, pez Ne IT N015075/01 om 24.04.2009 (0ama
nepeogopmnenusn 06.08.2013), cepus CH82E059, napmus 33955 ynaxosox, 200en oo 30.11 2021,
npouzeodcmea Toppenm Papmacviomuxanc JImo, Hnous, Toppenm Xayc, O¢pp Awpam Poyo, Axmeoabad 380

009 xod OKITA2 21.20.10.118, koo TH B3] 3004900002, xonmpaxm Ne 31/TPLI/TP om 01.06.2018, uneoiic Ne

9116008234 om 05.03.2019

“COOTBETCTBYET TPEBOBAHUAM

1T N015075/01-240409 uzm. Nel-4

JNEKJIAPAIIUSI TIPUHATA HA OCHOBAHHH
npomoxon ucneimanui Ne 13993 om 20.03.2019 Jlabopamopnwiii yenmp OO0 "IHKK OHL", ammecmam

axxpedumayuu POCC RU.0001.21PK75, Cepmugpuxam POCC IN.®OM11.C82456 om 21.03.2019

JIATA IPUHSITUSI JEKJIAPALIMHA 21.03.2019
JNEKJAPALIIASI NEUCTBUTEJIBHA 10 30.11.2021

MoxaH ALINUT

120 oewnapanm noanuck U0

" CBEJIEHMS O PETUCTPALIUUA

OPI'AH ITO CEPTU®HUKAILIMH, 3APET" UCTPUPOBABIIHHN TEKJIAPALIUIO

RA.RU.11®MI11 OPIAH ITO CEPTH®HKALIHMH ITPONVKIIHH OBL[ECTBO C OI' PAHHYEHHOH
OTBETCTBEHHOCTBLIO "®OPMAT KAYECTBA", adpec opeanuzayuu : 109428, 2. Mockea, 1-viti Bsizoeckuti
npoeso, 0. 5, cmp. 1, adpec opzana no cepmugurayuu: 129626, 2. Mockea, 1-asa Metmuwunckas, 0. 25, men.
(495) 783-19-08

JIEKJAPAIIMSI O COOTBETCTBUH 3APET'HCTPUPOBAHA N2 POCC RU JI-IN. dMI11.4.18337/19
JIATA PETUCTPALIMM 2/.03.2019

- ML
e Slpowenko M.A.

| o opeanno MOAMKCh Pykosoputens OC
Ccepmutpukayuu

[

MOCES




Torrent Pharmaceuticals Litd.

Toppent ®apmackorikanc J.
Toppent Xayc Obd Awpam Poyi,
Axmenaban-380 009, Huaua

Vill: Bhud & Makhnu Majra, Baddi- 173205,
The Nalagarh Dist.: Solan (H.P.), India

Ten. 01796 663900

Makc 01796 276086

Torrrent House
Off Ashram Road,
Ahmedabad-380 009 India

Ten.: (079) 2658 5090
(079) 2658 3060
Daxc: (079) 2658 2100

JlaGopaTopus no kourposio kauectra / Quality Control Laboratory
CERTIFICATE OF ANALYSIS / CEPTHO®HKAT AHAJIH3A
FINISHED PRODUCT / TOTOBAA JIEKAPCTBEHHAA ®OPMA

Name of Product : ENZYSTAL (2x10 Tab) Specification No. 110202 1
HaisaHHe npenapara : JH3UCTAJ (2x10 Tab) Crenuduranng Ne |
Material No. : 5500752 Version No. 06 |}
Ne maTepHaaa 3 Bepcus No £
Generic Name : Digestive Enzyme Tablets Mfg.Lic.No MNB/05/183 J
[eHepHueckoe HAIBAHHE : (HLIEBAPHTEILHOE epMEHTHOE Cpel- Ne [pOM3B. THLEH3HH !
CTBO

Composition : Each Enteric/Sugar Coated tablet contains: 040000280317

Inspection Lot No.

ThI¢ CaxapHOH 000NI04KOH.

1) PARCRAH BP . cscssurissssinrsenss 192mg MHCNeKUHOHHBIH 10T No
%; E;T;gf'}ig:;z‘&)m ------- 22:}5 Balch size 700000.000 TAB/TAD
% Sluscsaisvismussiasinsin e OBbeM cepi

Cocrap: Kaxnan Tabierka. NOKphITas KMIIEYHOPAcTEOpHMOM oGonoukoit. co- | Receipt Date: 06.02.2019 !

JIEPHT: JlaTa nojy4eHus: i
1) Hankpeariiit B.P: o 192 mr Mfg.Date 12.2018 ;
2) lemuuenmonasza ﬂa']‘a MTPOU3BO,/ICTEA i
3)  DOkcrpakT OBIYBEH XKETYH ....cvevnnnes 25 mr Expiry Dale 30.11.2021

["ofeH 10 (BKJIKUYKUTENLHO)
Jatch No. CHBZE059 Sample quantity 400 Tab.

“Ne Cepun _ O6beM NpobhI 400 Tad ]
Manufactured by : TORRENT PHARMACEUTICALS Ltd. Analytical Report No. 040000280317 !
Hpomssomurens  : TOPPEHT @®APMACBHTHKAJIC JiTa. No TlpoTokoaa
Analysed as per  : RLT/158 Report Date: 13.02.2019
Amuanu3s no : RLT/158 Jlara nporokona

TESTS LIMITS RESULTS i
HCNIBITAHHA NPEJEJIbI PE3YJILTATHI i

Description White, round, biconvex, sugar coated tablet. White, round. biconvex, sugar coated tablet. |
Omnucanue Bennic. Kpyriible ABOSKOBBITYKIbIE TaB/IeTkn. NOKphI- | Bebie. KPYrble ABOAKOBBITTYKIBIE Talueri. |

NOKPBIThIE CAXAPHOH 000IOUKOH.

Average Weight (mg) / Cpenusia macca

(Mr)

590 mg/mr + 10.0% (531.0 mg/mMr — 649.,0 mg/mr)

579.4 mg/mr

Identification/[ToanuHHOCTE
A.1.By Fibrin hydrolisis reaction

To comply the test / Jloiken coOTBETCTBOBATH

Complies

peakuMs ruApoiHia (hubpuHa TpeGoBaHUAM CooTseTcTBYET
2. By Starch hydrolysis reaction To comply the test / JIomKeH COOTBETCTBOBATEH Complies
Peakius rHIpOIM3a Kpaxmana TpeGoBaHuAM CootBercTByeT
B. By clolour reaction with furfural and Solution gives blue colour Complies
sulfuric acid
IlperHas peakims npu nobaBieHUH PacTBOp okpanlnBaeTcd B CHHHH LBET CooreercrByer
dhypdyposa ¥ CEpHOH KHCIIOThI ‘
Waler / Boja Not more than 7,0 %/ He 6oaee 7.0 % 3.1 %
Disintegration /PacnanaemocTs
) In Artificial G.F. Should not disintegrate within 2 hours Complies
" B MCKYCCTBEHHOM KETy04HOH i~ He 10/DKHBI pacnianarbes B Te4eHHe 2 4acon CootBeTcTByeT

KOCTH
2) In Artificial LF.

B HCKYCCTBEHHOH KHINEYHOH HMIKO-
CTH

Not more than 60 min
He Gonee 60 mun

31 min 04 sec
31 mun 04 cer

Organic volatile impurities (by GC):
Oprauuyeckue JeTyune npumecu (IX):

- Isopropyl alcohol /  M3onponwnossiii | Not more than 5000 ppm / He Gonee 5000 ppm 172 ppm i
cnupT 25 ppm !

Dichloromethane /' Jluxnopmeran Not more than 600 ppm / He 6onee 600 ppm 111 ppm I;
- Acetone /[  ALETOH Not more than 5000 ppm / He 6onee 5000 ppm i

Assay/KOMHUECTBEHHOE ONPEIENEHHE

1) Pancreatin/TlaHkpeaTun

i.Protease Activity/ AKTUBHOCTB NIPOTE-
a3l

ii.Lipase Activity/ AKTHBHOCTB JIHIIa3bl
iii.Amilase Activity/ AKTHBHOCTb aMHJIa-
3bl

2)  Hemicellulase/ T'emunenmonasa

3)  Extract Fellis Bovis/DkerpakT Obi-
4bEH KETYH

NLT 300 FIPU/Tab/ He menee 300 FIP Enq/Ta6.
NLT 6000 FIPU/Tab/ He menee 6000 FIP En/Ta6.
NLT 4500 FIPU/Tab/ He menee 4500 FIP En/ra6.
NLT 2.0 ml 0.1M lodine/Tab/He menee 2.0 mn
0.1M p-pa iona/Tab.

NLT 11.25 mg/Tab.as Cholic acid/ He menee
11.25 mMr/Tab B BUaE XONCKOH KHCIOTHI

347 FIPU/ Fab £2FIP En/rab.

6869 FIPLI/Tab/FIP En/Tab

4871 FIPU/Tab / FIP En/Tab.

2.10 ml/mn

25.30 mg /mr

Reviewed by / TIposepero Approved by / Y TeepoxacHo
Name: Rajeeb Singh Name: Atul Pathania
Date://Tara: 13.02.2019 Datey/Tara: 13.02.2019

This document has been produced electronically and is valid without signature / JIoikyMests cOYIaN B WIEKTPORHOM BHJIE H AelicTBHTeNeH e3 nommmcH

Crpanuua 1 u3 2



Torrent Pharmaceuticals Lid.

Toppent ®apmachioTuxanc JI.
Toppeur Xayc Odd Ampam Poya.
Axmenaban-380 009, Unaus

Vill: Bhud & Makhnu Majra, Baddi-173205,
The Nalagarh Dist.: Solan (H.P.), India

Ten: 01796 663900

@akc 01796 276086

Torrrent House
Off Ashrem Road,
Ahmedabad-380 009 India

Texn (07) 2658 5090
(079) 2658 3060
daxc (07%) 2658 2100

JlaGopaTopus no koutpono kauectra / Quality Control Laboratory
CERTIFICATE OF ANALYSIS / CEPTH®HKAT AHAJIN3A
FINISHED PRODUCT / TOTOBASA JIEKAPCTBEHHAS ®OPMA

Remarks: Conforms to L.10202 Specification
Sampling Plan: Z001

Ipumeuanne: Coorsercrayer cnieupduncaumn 110202

I'nan otfopa obpastor: 7001

Issued To Plant Q.A. Boigano B Orien obecrieyeHns KauecTsa NMpeITpHaTya
Reviewed by / Iposepesio L | Approved by / Y eepekaeno
Name: Rajeeb Singh | Name: Atul Pathania

Date:/Mara: 13022019

} Datez/Tara: 13022019

This document has been produced electronically and is valid without signature / /IoicyMeHT COYISH B WIRKTPOHHOM BHAE K AeHcTarTe ed o3 nommucH

Ctpanuua 2 u3 2

Name of Product : ENZYSTAL (2x10 Tab) Specification No. L10202 |
Haipanmne npenapara : JH3UCTAJ (2x10 Tab) Crnenrduranus Ne |
Material No. : 5500752 Version No. 06 |
Ne maTepuana : Bepcus No i
Generic Name : Digestive Enzyme Tablets Mfg.Lic.No MNB/05/183 I
[enepuyeckoe HAIBAHWE : MAIIEBAPHTENRHOE EPMEHTHOE CpeEl- No [IPOM3B. TULEH3HU i
CTBO ft
Composition : Each Enteric/Sugar Coated tablet contains: Inspection Lot No. 040000280317 |
1) Pancreatin B.P....oooovvirinnncne, 192mg UHcneKMoHHLI noT No !
e i 32';2 Batch size 700000.000 TAE/TAE |
g T : OBnem cepum "i
Cocras: Kaxnas Tabneria, nokpbimast KHueYHOpacTBOopHMOH oGonouxoi, co- | Receipt Date: 06.02.2019 i
JIEPHKHT: Jlara nonydenus:
1) Tankpeatun B.P. ..o 192 mr Mfg.Date 12.2018 I
2) FeMHuenmonasa.u. .................... 50 mr | Jlara npon3BoJicTsa i;
3)  Dkcrpakt ObIYbEH HETUH.... w25 Mr Expiry Date 30.11.2021 i
['0aeH 10 (BKJIKOUYHTEILHO) 1
satch No. CHB82E059 Sample quantity 400 Tab.
“Ne Cepuu _ O6beM npoGbl 400 vab

Manufactured by : TORRENT PHARMACEUTICALS Ltd. Analytical Report No. 040000280317
1 IpousBoauTEH : TOPPEHT ®APMACBIOTHKAJIC Jita. Ne INpotokona i
Analysed as per  : RLT/158 Report Date: 13.02.2019 |
AHanu3 1o : RLT/158 Jlata npoToKoia |
TESTS LIMITS RESULTS |

UCTILITAHHUA MPEJEJIBI PE3YJILTATEI
Microbial limit test

MurpoOHOIOrMYECKas YHCTOTA !
Total aerobic count NMT 1000 cfu/gm 20 i
Ofmee yucno apoOHBIX HaKTCPHA He 6onee 1000koe/r i
Total fungal count Not more than 100cfu/gm <10 i
O6iee uncno rpubon He 6onee 100xoe/r
E.Coli Must be absent//lo/mkHBI OTCTYTCROBATE Absent/Otcyterayer |
E.Coli and salmonella/ E.Coli u canb- Must be absent/[lomiHbl OTCTYTCBOBATH Absent/OrcyTeTyer !
MOHE/Ia )



