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Certifiente ol analysis
Ceprndurar anaaniia

Product name: Wobenzym® Versten of CertNo. 1 C813-RUS.E02 from 13.02.20
HAINCHOBAHIIC IIPCIRPRIRG UDﬁ‘JH!I;\I Dizpos Cepradumara Mo CR13-HUS FO2 or 13.02.20
Country of manufacturer: Germany

(1pata NpoH3BOACTRa:

l'epManng

Registration Certificate

Peructpaisonioe Y 0CTOBCpCHILe

T NO11530/01 from 19.02.2010 Date of renawal

21.08.2017

Hata nepeodopmneis
21.08.2017

TTNOTIS300T or 19.02 2010

Number of Normative Document

LINOTIS30/01-210817,

(ND) Amendment No. | dated 04.02.2020
Honmep Hopsaruanoii ITNOLI530/01-210817,
JloxyMeHTAlHH Hasenenne No | o1 04.02,2020
(HLD

Phurmaccutical form:
Jeraperucnsa Gropma

Enteric tablets, coated
Tuafc1 K KHILCTHOPACTHODIIMBIS, MOKPAITIIE ohoi04KOi

Batch number. Amount:
[Tomep cepun. Koauuecrao:

JAA079000, 3168 paclages of 200 fablets
JAA079000, 3168 yiakonow no 200 TabacTor

Date of manufacture: January, 2020 Fxpiry date: January, 2022
Jlara HPOH3IBOACTRA: Hupapy 2020 Tojcn g Ansups 2022
Date ol analysis: 2020-03-09

Number ol Protocol of analysis KB to AADTYO

Mara anasassg 2020-03-09

Hasmep npurokoiia asainia

KB k AADTVO

Manufacturer:
Hponoirent

MUCOS Emulsions Cmbi, Germany,
Mirsustrasse 17, 13509 Berlin

MYKOC Dmynucnone TmGX, Mepmnniaz,
Mupayirrpacee 17, 13509 Eepaimn

i
i
!

¢
{

Average mass of tablet and

Test
Tokasarenn
Deseription
Onwcasine

Organoleptic .

Method

Meton

Result
Pesynwtar

Reguirenment
Hopast

Opranoaenmyceknli

Conforms
Coorecicrayer

Round, Dbiconvex tablets with
smooth surface, from red-orange o
red colour, with a churacleristic
odour,

{ Kpyrasie, IROAKONLINY Kibie

| TaBneTxit ¢ raaaKeil
NOBEPXHOCTRIO, OT KPAciio-
OPAHKEROO 10 KPACHOra 1nerd, ¢
XAPAKTEPHAIM JANAXOM,

deviation trom the average-mass
e

s i
Cpenansa maeca mabnuyi:
omnnneunc;@%'}:w’l‘}ch Y

Russian Ph. X111

479 mg + 5% (455 mg - 503 mg)
18420 — deviation from the average
mass not more than + 5 %,

2/20 - deviation from the average
mass not more than £ 10 %,

479 mr = 5 % (ov 455 nr ogo 503
M}

18720 —~ orxioHeEue OT cpeaHel]
macen He Guaee £ 5 %,

2720 OTKICHCHITE OT CpeliHen
mucenl e Gojiee + 10 %,

481 mg,

48] Mr




Castro-resistance
VeToMEIBOCTD K BO3UERCTBLK

“i{ussi;n ?’h.'?‘]fl or Ph. Fur.

(" X1 unn Fap.@.

Desintegration
Pachi/|H0MOCTH
Loss on drying
1loTeps B vucet HpH
BRICYIONEAHKH

Russinn Ph. X[ or Ph. Kur.
I XTI swre Esp .

Not less than 120 min
1Ie neHee 120 MuK

15720 min

= 120 manir

Nat muore than 60 min

He Goaee 60 M

Russian Ph, XL or Ph. L.
O XHI s Enp <h.

Tdentification
- evucy 10" batuh -

Moaannnocts
- ks 1 0us cepi -

1. Rutoside mihydrate
Py rirsnd 1prruapat

2. Brumglain,
Bpuosengin
Panereatin,
Hanepedinn
Papuin,
Tiarann
Trypsin,
TpHreun
Amylase
Asturasy

Colour resction

or 1TPLC

LpeTRAS peakums
ftise}
BKX

Iscelectric focusing
[F303RCKTPHNICCROC HOKY UMD

3. Lipase
Jlunasa

P

4. Chymotrypsin._ </

Ximorpumener - L7

St & MM

o,

pH-stal tiration Simultancoasly
with the method “Assay. Lipese
activity™

DH-C‘I AriueeOe HIPODHENNC

D AHGEPICMEHIID € METOMUN
KO ee T nenioe Anpeaeseinse,
AKTHBHOUT T IHN L

pH-stat tiration
DH-C1aTENeeKOT TICTpURRING

Not tmore than § %
He Gonee § %

49 niin
44 puH

23 %
2,3 %

Fenination of red color fon § hours.
The retention time of major penk
on the chromatogram of tast
solution, which was prepared for
Assay of ruteside wihydrate, nust
correspond to the retention time of
major peak o the chromatogrim
af standard solution,

R Teqeuie S 4 pucieop
OKPUAIHIASTCA B KPACHAIA LECT.
Rpema yaepxHBaHHA OCHOBHOIO

NKER HA XPOMATOrpaMME
HCITHTYEMOTO pacTEOPA,
APHIGTOANEHHOND nna
KONHYECTABHHOIO  ONpPeAeneHild
PYTOMMIA  TDHCROPATA, OODRHO
COOTRETCTROBATH BpeMeHn

VACPITHARHIER OCHOBHOTO ITHRA HA
ADUMETOIPEMME CTAHOADTHOTO
PUCTROPY.

[ The charactersiic protein tonds

obtained from the test solution
shoutd correspond to the protein
bands  obtained  from  standard
solutions in the nivber, relative
inlensity ard ixoeleztric ponts.
Xeparrepnae Senxsane NoIocH,
IRUIVUCIITILE T HCNRWTYEMOID
PACTEOPH, ANDKHL
COUTrBCTCTHORATYL (LlIKURLEM
nayIncaM I[HJI)’HU]IHIJM M3
CTRISADTHLIX PHCTRODOA, NO
upeny, ornocwrent o

§HHITCRCABIOCTH W

HIOAACKTPHUCUK A TOWVITRN,

nut tested
¢ APOBEPEHO

nol tesled
HE HPOBTDCIH

Pyesence of enzyine activity
Hanuaue fepreHTaTHEROA
HXTHRIOCTH

Prosence ot ynzyme activiry
Hasuauc depMeHIATHRHON
OKTHRHOCTH

nod 1ested
HC IPONCPeIK

not tested
He NPO3EPCHO

o




I 3 - . R -
Residual solvent iC 2-Propanol — not niore 3500 ppm | nul texted
-3 hulches per yous Il X Haonponusesslt  cnHpT o ne
QergroMinac U AHRUCCKHE Gollee 3500 ppm HE ILPUBLRCHO
DACTHURE TN
| > 3 ocpint b rox - —— e worinorn — T L Ty wn—
Assay
KOAIMECTASHIKE OUPCASACHAL
i
1. Total proteclytic uctivity nH-stet thzatlen 5200 -- 620 FIP Ulablet : 596 FIP U/ thl.
Ofrips HPOTEOAATHUECKEN hH-CTa1IeEKOE THTPOEAHNE 520 - 620 FIP Lg/tabn 596 FIP* Eaf vulu,
AXTHBEOCTh
2. Amyiase activiy Subsrrate hydrolysis, titration 3627 -- 5090 FIP U/tablet 4145 FIP L1/ ¢kl
AKTIBECCTR #MHBAXILE | uaporTn3 cyBCTpaTa, THIPORW e | 3627 - SO0 VIP Li/tabn 4145 FI? Ry ralin,
3. Lipase activity pH-stat titration 4073 - 5720 (P U/tabler {174 FIP U thl.
AKTHEHGCTh A#1AM pH-CTATIMECKOS TUTPORAILE 40173 — S720 1P Tasraba | 5174 FIP Ra/ rely.
4. Rutoside trihydralc HPLC 45-55 my/ el 49 mp/ bl
PYT02MIa TPHIMADET BI0HX o 45-55 st vab, 49 M rafiir.
Microbielogical purity [tnssian Ph. X1 or Th Eur,
- gvery 20 batch -
MpxpoOKOIIOIIMECKas YHCTOTA [y XTIT waut Enp.©.
« kapan 2Uan copi -
‘T'otu ecrobic microbial covnt No more than 10° CF11/g P10 % 102 CEUZg,
Ofee uneno a3pobEsIx He Sonee 107 1COF/r 11,0 x 10* KOER
MHKPOOPTAHIIMOB :
7 . e 2 ! - e
Total yeasts and mokls count 11"?0 glﬂ-:.l.aagég Ffl?f'-‘ufg <L0x 101 CFL/z
Ofuiee SHEIO  APOIKERBIX M le 6aaes JO ’ <1,0x 10" KOLr
niecHeBbIx rpubion
13ile-tolerant enterobacterie ?;0 rﬁnore télz;t; }I:; SFU!& <1CFUg
DurepoSaKTepHil, yeTaHutmanx K £ D008 RS <1 KCEA
RO
Salmonella gbsenf- e g Absent
CanpisoHenns TCYTETRHE D 11 ) Orreycreyer
Dschierichia coli il I8 Abscal
Kimeyues manoscd TeYTETAMC H {yscycTBYET
Staphylacoccus durous gb"‘m’""“ *‘3 . Absent
CTadHnOKORK JORATKCTIARA TeYTETQULE N Oreycrsyer
Peckaging "0 wshlets por PYC/PLAPVDC/aluminium bliler pack. 2, $ or 10 blister Conlorms
saekk in a carton pack with a package insert, KO0 whlets in HDPL vial. | (20 tablers in bliswr,
U vialin a varton pack with a package msert. 10 Dblisters i carton
box with package|
insert)
Mo 20 rabirerok & DX MBI anomsinensie Hauncrepet, Ta 2, Coamereruyer
‘5 wmi 10 BoKeTepun uneeTe © KHCTRYKITIeR o npimerienna s neaxy | (20 Talieres &
xapronwyio. 1To 800 TabaeTok w0 (hagsoiu 12 NOTHITHIEHR Bxicokoll | Dancieps, 10
mnoriocty, Flo 1 iuakody BMECTE © FHOTPYKIMCH 10 HPEMSKCHITIO B | AKCTEPON 0 LAURC |
TIOTICY KAPTCHIYK, KAPTOHHOM e |
5 HHC IPY KU HCR o
A bt ol ‘ ) APHMENGITHIGY
t..pli’,oli_gg \»:-}f L) In sccordance with Normative Documentation [T NOT1IS33/01-210817, Confaims |
e wo IAmendiment No. | dated 04.02.2020
e i vesmammad
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]anxuponua B coorneretrii ¢ 111 11 NUTTS30/01-210817, Himenierien No | u‘rl CooTtreTcTBYCT
L_ - 4.02.2020 - ) _
Storage: al the temperature not more 25 °C

ApEHCHIC: npn TeMnepaType He saime 25 °C

Shelf life: 2 vears
Cpokoanoein: 2 roa

Result: Corresponds 1o the requirements of quality control NIJ 1T NOT1530/01-210817 and Amendment No. | dated
04.02.2020

Bravoi: Coorrerernyer tpeSoraxizaM [opsarunuoiil Jlosymeirratn HJTTTNOLS30/01-210817 1 Hamenem Ne 1 o
04.02.2020

Statement of Centificution: Hereby I confirm that the shove information is true and accurate. This bateh was produced (including
packaging und labeling) with quality contrel at the above manulacturing site in full compliance with GMP, issued by the Department
of Health and Human Services State of Berlin, and in accordance with the specification available in the registration dossier. Protocol
of the manulucluring, packuging and storage has been revised correspondingly with GMP.

Hogrsepwacime _CQ]')’I‘B_I.’J)MI_!_IMZ HACTORIINM A TIOMTBCPIMAIG, YT0 RLUACYKEEINIAS mnﬁmpmulm ABNACTCA HOCTOBCPHON o
ool Dra naprus Gune npoindeneHa (B TOM HCHC YHUKOBKE W MEPKHpONKE) ¢ KOHTPONeM KA1ECTBA HA BLINICYKAA41IIOM
HPOHIBOACTREINIOM YYuCTRe B NOTHOM CoOTBETCTEMIL ¢ GMP, summmidi JlenupraMenTos 3npABOOXPAHSHI I COLMAILINAX Cayk(
weata bepan, now coomercrun co Cnemndukaunedl, imcromeiicn 8 Pervetpanuonon Jlocke, TIpoToKOn npomasoscii,
YOAKOBKH B Xpancitis (L1 NepecMoTPeEbl 8 COOTETCTBIN ¢ (MP,

Date: 25.03.2020
Jara: 25.03,2020

Responsible for Pharmaceutical System of Quality Contrel MUCOS Emulsions  GmbH, Genmany
Onucrerueniah xa QapMatenTinesky1o CHETEMY KOHTPOIN KuNeerig Miraustrasse 17, 13509 Berlin
C 4‘-5@@. - / Tel (+49)(0)30-41 40 25-18
Gl Fax(+49)(0)30-4 11 8543
[r. Michue] Hildebrand ' Mobil 49151 15048920
Jlokrop Muxuoan Tuanaepana




