HAEKJIAPAIIAS] O COOTBETCTBHH

AEKJIAPAHT, IPHHUMAIOUWHA JEKTAPALIHIO O COOTBETCTBUHA

340 "TOPPEHT @APMA"

Coedenus 0 peaucmpayuu opeanusayuu: Mexcpaiionnas uxcnexyus Pedeparcoii kanoz06ok cayictin Ne 46 no
2 Mockee 28.07.2005, ONPH 1027739100553, dama npucacenus OFPH 21.08.2002.

Adpec: 117418, Mockea, yn. Hosouepemyucurcxas, . 61. Tenegpon: 8(495)258-59-90.

B auye: enepanvuuii dupexmop Azpasan Cynpum Cywun

Aosepennoe auyo: Moxan Auum, dosepennocms No77AB6020040 om 20.05.2015

3ASIBJISIET, YTO

Aexapemeeinoe cpedemeo: Inaucman, mabiemku noXpeimnie KuUIEYHOPAcmeopumon obonaukoi 10 wm.,
VAAKOBKU RUCTIKOGLIC KOHMYpPHbLE (4), navku kapmonunte, pez Mo IT NOI5075/G1 om 24.04.2009 (dama
nepeogiopmaenun 06.08.2013), cepusn CHE2F003, napmus 16956 ynaxoeok, 200ex oo 31.12.2021,
npousgodcmea Toppenm Papmacsiomuxanc Jimo, Hudus, Vill. Bhud & Makhnu Majra, Baddi-173205, Teh
Nulagarh Dist Solan. (H.P), India kod OKITA2 21.20.10.118, xod TH B3I 3004900002, koumpaxm Ne
3U/TPLITP om 01.06.2018, unevizc Ne 9116008351 om 30.03.2019

COOTBETCTRYET TPEBOBAHUSAM i
IT NOI15075/01-240409 uzne. Nel-4 :

| IEKJNIAPALTHA MPUHATA HA OCHOBAHAH

I

npomoxon ucnsimanuii Ne 27449 om 30.05.2019 Tabopamoprwi: yenmp OO0 “LIKK ORL[™, ammecmam
axkpedumayuu POCC RU.0001.21 PK75, Cepmuchuxam POCC IN.OM11.C85539 om 31.05.2019

KIIAPALIMH 31.05.2019
SWBHTENBHA JIO 3/./2.2027

Hat:t
Moxau At

nNoANUCh QUO -

i CBEJEHUSI O PETUCTPAIIUAA

| OPTAH 10 CEPTHUO®HKALIHH, 3APETHCTPHPOBABIUNNH NEKJIAPAIIHIO

RA.RU. L bMI1 OPTAH IO CEPTHOHKALIRH ITPONYKLHH OBLIECTBO C OFPAHHYERHOH
OTBETCTBEHHOCTBIO "®OPMAT KAYECTBA", adpec opzaruzayuu : 109428, 2. Mocxsa, |-wit Bazoecicuii
npoesd, 0. 5, emp. 1, adpec opzana no cepmuqbuxauuu: 129626, 2. Mocxaa, 1-a8 Metmaguncrasn, 0. 25, men. |
(495) 783-19-08
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Tarreat Pharmaceuficals Lid,

Toppest ®apmacsiorirnte Jita

Toppent Xayc O¢e Ampam Poya,
Axnenabaa-380 009, Hiaua

Torrent House
Off Ashram Road,
Ahmedabad-180 009 India

Vill: Bhd & Makhnu Majra, Baddi- 173205,

TPL

The Nalagarh Dist : Salan (H.P.), India Tea. (079) 2658 5090
Ten: 01796 661900 (079) 2458 3060 e-'M
Daxc: 01796 276086 dake: (079) 2658 2100 PoA-ARETR
JlaGapaTopus Mo KOHTROAK KkauecTaa / Quality Contrel Laboratory
CERTIFICATE OF ANALYSIS / CEPTHOHKAT AHAJIH3A
FINISHED PRODUCT / TOTOBAA JEKAPCTBEHHAA ©OPMA
Name of Product :ENZVSTAL (4 x10 Tab) spmﬁmon No. 10202
Halaanue npenapara : JHIMCTAN (4 x10 Tab) Cneuuduxatus No
Material No. 8816320 Version No. 06
Ne mavepuaia H — J cHi Ne
Generic Name ; Digestive Enzyme Tablets Mfg. Lic.No MNB/AS/183
Cenepuueckoe Hananne : NHUICBAPHTENEHOC DEPMEHTHOC Na MPOK3B.AH USHIMM
[5 80
Compasition : Each EnteudSuglr Coated tablet contains: Inspection Lot No. 81728
L QR oo e Mt h ari
...... o _ﬁ_:——
) Extract Fellis Bovis.. .o 28mg oy Y 00000 TARTA
Coeran: Kawias T1efinena, RONPSITAN KHILEYHOpACTBOpUMoR ofanowwoit, | Receipt Date: 21.02.2019
CONCPKHT: TR MOAYUCHHA:
1) MamxpeatuH B.P. ......ccoocoeveeenn - Date 01.2019
2) Temuuennonaa.............. Tan ROACT —
1) OxcTpakT GbriBEH MEMIH ..o xpiry Date 31.12.2021
Cofes 40 )
Batch Na. CHB1F005 Sample quantity 400 Tab.
Na Cepun Ofuem bl 400 Taf
Manufactured by UTICALS Lid. Analytical rt No. 040000281726
'I‘OPPEHT GAPMACBIOTHKATIC Na [Tporokona
Analysed as per RLT/ —— Repart Date: 06.032019
Ananu no : RLT/1 KOAR
TESTS LIMITS RESULTS
- HCMBTAHHA MPEAEAL] PEIYABTATHI
Ppficrobial limit test
MurpoGnonoruueckas 44cTaTA
Total acrobic count NMT 1000 cfu/gm 30
Ofuiee uncno axpobuux Gakreprft He 6onee 1000roe/r
Total fungal eount Not more than 100cfu/gm <10
O6uee wueno rprbas He Gonce 100x0e/r
E.Coli Must be absent//loMKHE OTCTYTCROBETE Absent/Orcyrcrayer
E.Coli and salmonella/ E.Coli w Moust be absent/JIomkHit OTCTYTCROBATE Absent/OTeyTCTRYLT
|__cansuonena
Remarks: Conforms to L10202 Specification Coorsetcrayer areipdsacanen L10202

Sarnpling Plan: 2001
Issued To Plant Q.A.

Note: Complete testing to be done at this stage, na any test results

Tipsmecnsmee:

(lras orGopa ofipaunec 2001

Boizaro 8 Orien oficoncoscHion KaMecTaa NpeIpUsTie

[Tpumenanue: Awanus Mo ace MOKAATEANM NPOBOAWTCE Ha AaHHOR
cramuu, 661 NEPEHOCA PeIYNBTATOR MWCNBMAHME HepacdacORRHHOTO

to be taken from SFG stage
ApoRyxTa
Reviewed by / [iposcpeno | Approved by / ¥recpeacteo
Name: Sudarshan Siagh Rana | Name: Al Pathania
Date:Tlam: 06432019 | Datex(/lpra: 06032019
This documnen; ks beea produced dectroaiosy and is valis without sigrature / Josymoim conta B MEKTROSHOM aeae H AcicTasrmeres fies noanses
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Torcent Pharmaceuticals Ltd.

Toppest dapuacsrmenie jia.

Toppent Xayc Odp Awpan Poya,
Axmcnabas-380 009, Mnama

Vill: Bhud & Makheu Majra, Baddi-173208,

Tarrrent House
Off Ashram Road,
Ahmedabad-380 009 India

TPL

The Nalagarh Dist.: Solan (H P ), India Ten.: (079) 2658 5090
Tea: 01796 663900 (079) 2638 3060 eﬁ_ﬂr
Daxc: 01796 276086 daxe: (079) 2658 2100 PEEEIE
JlaGapatopun no xoxTPoaK Ka4ectaa / Quality Control Laboratory
CERTIFICATE OF ANALYSIS / CEPTHOHKAT AHATH3A
FINISHED PRODUCT / TOTOBAA JJEKAPCTREHHAR ®OPMA
Name of Product : ENZYSTAL (4 x10 Tab) Specification No. L10202
: IHIHCTAN 10 Tab Cneu un Mo
! i . : Version No. [1]
Nz matepusna - _ Bepcua Ne
Generic Name : Digestive Emyne_?lhhh Mfg Lic.No MNB/S/ 183
CenepuuecKoe HAIRAHKE : MHICRAPRTCNLHOC PCPMEHTHOC Ne NpoWIA. THIEHIHE
B ey ——

Compasitian - Each Enteric/Sugar Coated tablct contains: Inspection Lot No. 940000381720

1) Pancreatin B.P.......cocoovieiicrncnnnn. AekuMOHKME noT N

2y  Hemicellulase.... el athe 5 AB/TAE

3) Extract Fellis ans 25mg OfweM ¢
Cocvas: Kawnat TahneTka, ROKpRITAR KMIESHOpAcTBOpiMoR ofomouxndl, | Receipt Date: 71.02.2019
CILUCDWMT HES M}l!‘lﬂﬂll‘.

1) Manxpearun B.P. . 192 ur Mfg Date 01.2019

2) Tlemuuenmonaza. . 50 MT an cTBa

3) Oxctpakr Guiunedl wemin ... .. o 25 MP Expiry Date 31.12.3021

—— e [odes g0 (RKAIOYATENRHA)
Batch Ne. CHB2F005 le quantity 408 Tab.
e Cepunt O6seM n 400 vab
Manufactured by I'ORRENT PHARMACEUTICALS L, Analytical Repont No. 040000281720
i PPEHT ®APMACRIOTHKANC Jlta. _ Ne Mporaxana
Analysed as per RLT.' 1 ‘Report galc: 06.03.2019
AHatu no : RLT/158 Jara npotokona
TESTS LIMITS RESULTS
MHCNMbITAHUA NPEAEJIB PE3YJILTATHI

Nescrniption White, round, biconvex, sugar coated tablet. White, round, biconvex, sugar coated tahler.
Otimcanue Bemsie, KpyTabie JeoskoasuTykAsle  TabacTkm, | Bembiz, wpyrikic ABOSKORLUTYRMMIC TaGReTXH,

A w:rage_Weight (mg) / Cpeastn macca

{mr)

wﬂ
390 mg/mr £ 10,0% (53 1,0 mg/ur - 649,0 mg/ur)

nﬂmg&ﬂ ofoncuxol.
6.7 mg/mr

Identification/TloAMRHHOCTL

Assay/KonuuecTse HHOE ONPEnenenHe
1) Pancreatin/[Tanxpeatun
i.Protease Activity/ AKTHBHOCTS
npoTCaln!
it Lipase Activity/ AKTHRHOCTS NHAAIM
ti. Amilase Activity/AKTHBHOCTE
aMHAAIB!
2) Hemicellulase/ Femsmennonasa
3)  Extract Fellis Bovis/Ikcrparr
fuunelt xemu

A.1 By Fibrin hydrolisis reaction To comply the test / Jonkew COOTRETCTBOBATH Complies
peakuMs ruapomuia Gpubpuna TpeGoRarman CooteercTRyer
1. By Starch hydrolysis reaction To comply the test / Jomxed cOOTRETCTROBATE Compiies
Peakuus reapondia Kpaxmana BAHRAM Cooreercrayer
B. By clolour reaction with furfural and Solution gives blue colour Complies
sulturic acid
LiseTrnas peakuua npr ao5aencHuK PacTeop oxpatHeacTC & CHHKH UBET Couracrcrayet
na u A KHCI0TRI
Water / Bopaa Not more than 5,5 % He Gonee 1,0 % 40%
Dusintegration /Pacnagacmocts
1) In Artificial G.F. Should not disintegrate within 2 hours Complies
B uckycctacHroll xcaynovHoR He n0n%Met pacnanareca B veueHKe 2 Hacoh TRETCTRYET
MHAKOCTH Not more than 60 min 33 min 11 see
2) In Antificial I.F. He Bornee 60 mun 33 mun 13 cex
B uckyccraennoft xumeqnail
x cTH
Organic volatile impurities (by GC):
Opraumyeckne netyune npumeck (I'X):
- Isopropyl alcohol /  Hzonponumoasiil | Not more than 5000 ppm / He Gonee 5000 ppm 1107 ppm
cnmupT 69 ppm
- Dichloromethane /  [uxnopumeran Not more than 600 ppm / He Gonee 600 ppm A3S5 ppm
- _Acetone / H Nat more than 5000 ppm / ne Gonce 000 ppm

NLT 300 FIPU/Tab/ He meuce 300 FIP Eafra6
NLT 6000 FIPU/Tab/ He mence 6000 FIP Ea/ra6.
NLT 4500 FIPU/Tab/ He mesiee 4500 FIP Eg/Ta6.
NLT 2.0 mi 0.tM lodine/Tab/He menee 2.0 ma
0,IM p-pa Houa/rab

NLT 11.25 mg/Tab.as Cholic acid/ He menee
11.25 mr/Ta6 e e xONCBOR KHCIOTR

354 FIPU/Tab / FIP Eafral.

6606 FIPU/Tab / FIP Eafra.

42884 FIPU/Tab / FIP Ea/ra6.
2.10 mlima

2495 ug!ur

Reviewed by / [iposepeso Approved by / Yreepaaso
Name: Sudarshan Singh Rana Name: Atul Pathania
Dates/flpma: 06032019 Datex/Fam: 06032019

Thix document tms been produsced

Sy zrul is valid without signatisre / JascyMenT CONUAN B VIEKTPOMSOM Biae #AcHCTRATEACH et NaBmcH
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