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I W[.Tcprm]muaz KavecTna
i Quality certificate
Haumenosate: U O ® ¢ MITC
Name; o Unienzyme® - o e i i
Jlexapernennas opma’ Tadaerin mm;"u ITHE 00020 K0T
Dosage form: ! Coated tablets T )
Honep cepinn: ZUE-20029
Batch number: o - .
JaTa npowsoncrna. Oct. 2070
Manufacturing date: R B B
lonen ao: Sep. 2023 ]
Expicydater N———— - § -
NpaHerie Ipie tu;:;.p‘-rr\'\u He peine 23 °C, b ey NOM JANTHIEHHOM OT CHETa MecTe ‘
| Storage: At temperature not exceeding 25 °C, in a dry protected from light place, - B
! Cpok m AHOCTH 3orosa
st Shelf | 3 years - " o o
Hn\mp 1|0pa|.lmm1c)i‘1 nm\)uun.t LH INOTZ901/01-191207 miar1,2.3
Normative documentation number HENOL240101- 191207, amendiment 12,34
Hoxtep PY FENO2401001
MA number | FINO12401:01 o e
Mowazaremnn: I Tpedosanus 1« seroin
,,i"’ rameters: . Requirements and methods -
| Onnecane. | Hepimte, onanniioi gopaint, HOKPLITLIE 0DONOYKOIL Analysis data
Desernption: rabaetin ¢ Gesoil nammenio “UNICHEM™ wa oanaii CoorpercTnver
cropoie. Jonyerae1en HEOAHOPOIHOCT OKPUCKTE ¢ Complies
Oval black coated tablets with white inscription
CUNICHEM™ on one side. Inhomaogensity of calor is !
" e, (ORCROMNS,
 Honannnocr, - 7 -
| Identity
§ Ll pudnosas anacrass - LPeakis ¢ peaktimonm e !
i 1 Fungal diastase B pactrope odpasua walmoaacien Goste L.Coorsercinyet
i HUTCHCHBHOC KPACHOC OKPALBHRTHIC, TEs 1 Complies
; RORTPOIRHONM pacThope ‘
I.Reaction with Iehling reacent i
i I Red coloratton which s more imtensive than i control f
i sotution s observed In sample solution |
Ej OOTHETCTRYCT
2 Thanai 2 bysaanan Xposatorpadion E Complics
! 2 Papain TBOH0 0anasia i Xposatorpasse CHnTyesoro
i PACTBOPA COOTRCTCTBYCT HATHY HA XPOMATOCPINME
; CTRILARPTHOFO PACTHOPA.
! 2. Paper chromatography g
A spot ol papain in the chromatogram of test solution
corresponds to the spot in the chromatogram  of '
standard solution l
¢ 3. Cumetiron 3.Menormnenne 1 J.CoormercTayer
| 3.Simethicone 80 % peunl HCUIALT & TeueHHE 3 MINT ' Complies
E 3. Defoaming |
0% of foum disappears within 3 nunutes }
4 A RTUBIPOBARIRITL Yron, 4 Peakitis ¢ pacTROPOM MCTHICHOBOO Citiiera 4 Coorserers
+.Charcoal activated YACHBUICIIE HITEHEHBIOC TH OKPACKH PACTBOPA : Complies
METILIRHOBOTO CIIETO, |
4 Reaction with methvlene blue solution 5
¢ Reduction of coloration miensity it the methylene blue
solution, g
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5. Hukorunasmma
5 Nicotinamide

Cpeitisin Macea TabneTri It OTKI0HCIH
Average tablet weight and deviations

3. Pearins ¢ Gydiepninis pacteopos ¢ ihhaieaosoil
KICAOTHE 1t “}1\\."!'[3(2)[)('!.‘\! ﬂiliillapﬂ'\ll!flil,

OBpaayerest 10iM0THE TO-KEATOS ORPAILHRAHIE.

5 "Reaction with buffer solution of sulfanilic acid and
cyan bromide solution

yeliow eolaration dppears

720 M4 10 %
20720 radacrox - ne doace £10%

SP X1
20me 2 0%

20720 tablets - not more than £10%

| 7090w

3.Cournercnyer
Complies

Orkaonenie: -1.51
Cpednelt Macht

7091 mg

Deviation . -1.31%%
Average weight

Y% 0T

[rom

Pacnazaesmocrn
Disintegration

X1

He Gonee 60 s

SP Xl

Not maore than 60 min,

Horeps B macce npu suicyvinmBanin
Weight loss at drying

Beconoii

He Bonee 4,5 %
Weight method

Not more than 4 5%

Koamuectoenioe onpeseicie
Assay

LT pubrosan aciasa
I. Fungal dinstase

| 2. MManauy

2 Papain

JORMeTHROH

3 Simethicone

4 Hukorinasun
4 Nicotinamide

FHo rapoainiy gpaasivi
He senee 18 s (s ) 1adn)

I Starch hydrolysis reaction

Notless than 18 my (in 1 tablet)

S 2 Dirprate s

PO d3.0 g
| 3 AR-spectrometry

He menee 27 sur (s | 1adn)
2. Thrimetry

Notless than 27 mg (| tabler)

3 HK-cuexrpodioronmerpis

S350 8 (n | 1adn)
45.0 - 330 mg (in | tablct)

4. Konopiserpis

Or 22,5 50 27.5 sr (z 1 1atin )
4 Colorimetry

22,5~ 27.5 mg (in | tabley

MHEYT
mintues

o 3
LA

+46.0 mr/ tabacrra
46.0 mg/tablet

GO TKA
602 mue'tablet

60,2 mi

31,05 s/ vabnersa
. FLOS mgtablet

2543 s/ radnerka

2543 mg'tablet

MiutkpoBuonoruueckas dierora

Gorarosusie pactaopuTe
Residual solvents

CHase Ne 3 oxar

TAX

Xl
3h
Se X!

Amendment Ned . Category 513

Terpaxaopaeran, ue vonee 4 ppm
Meranon ne fosce 250 ppm

Dranoa ue Gonee SG00 ppm
Jxnopseran: ne Goaee 600 ppm

GLC

Tetrachloromethane: not more than 4 ppm
Methanol. not more than 250 ppm
Etharel: not mure than $000 ppm
Liciilaromethane: not more than 600 ppm

Not Detected

Cootserereyer
Complies

He oGuapyikeno
He oSnapyweno

Not Detected
Not Detected

\ f\ii!:\‘u!(}’;\u"

|
|

TRANSAT A0

Registered Office: Unichem Bhavan, Prabhat Estate. Off $. V. Road, Jogeshwari (West), Mumbai - 400 102, Maharashtra, India.
Tel: +91(22) 66888333 » Fax.: +91 (22) 26784391 » Website: www.unichemlabs.com » CIN: L99999MH1962PLC0124‘51

Ghaziabad: C-31, 32 & D—IE), Industrial Area, Meerut Road, Ghaziabad, Uttar Pradesh - 201 003. India.
Tel: +91 (1201 2750039-42 « Fax.: +91 {120} 2750046

> g
TRANC L n_i'mgh‘:,
HETEPHL IR |- )



G EEC R B

LABORATORIES LTD.

Ynakonka | To 10 Tadaerox nupnn i3 A HOMIHIHCHOR poavrn. o | Cooraererayen

Package 2 CTPHMA BMECTE € HUCTPYRUNETT 10 NPHMEHEHIO Complies

| oMemior b kapronnyio navky. M no 2 crpuna
BMCCTC C HHCTPYKHHCH 10 IPHMENEHINO TOMeHaioT i
Kapromuyio nadsy. Ho S nanex nosetnor o

; KAPTOHIYIO KOPOOKY, | ’

E 10 tablets into an aluminum foil strip. 2 strips together | ;

witl instruction for use are placed into a carton. Or 2 |

strips together with instruction for use are placed into a T i

e B | carton. § cartons are placed into a cardboard box. N N |

\Ltphupom\s Ha crpruaie, i pycorost e YRanisan i J MaprepoBka coornetCIByCl {

¢ Marking TOPTOROS HALMCHOBLGIC BpeHipaTa ¢ | raeGORIIIAM '

l‘ P UPCIYIPCANTCALIION MAPKHPOBKOI K okaperseniyio | i
- DOPMY: KOTITECTIO TaBAETOK CIpiie - Marking requirement

ROBRAHUA ARTHEHLIY BCHICCTR 10X ROJIMCCTHS B i g*m:]ph.y_ i

Km0 abiaer ke, ¢ yietos cootnouere (1 800) y
Ipudkosoit asacrasn e aeiicrnus (6000
EJUsr) v Hanauna, «llpenapar coaepaut n cocrape
BCTIOMOIATCIBHBLIN BCLICCTH, ,'Iuhlul}ﬂ HJH'PHH \NiCi{'h‘),l'!_ i i
B cocTane obOIOUKIL CAXAPOIY, HATPHA GCIHIONT o
KﬁC.T{’)pQQO‘J MACAOn, L‘[IOC()GLZ IIPI!JL'M HMA 11 07361
YCAORMA NPRHC T, CNPAHBTE B HC00 1T ITHOM i

AeTedt MCCTED, HANMCHOBAH G HPpOUIBOcIe i o
BAANCALUA Pl yAOCTOBEPCHUR, ¢ro |
ROMOMBHPOBAKHLLL Tosapintil 1k (0a anradickom
HIBIKE). WAPEC MECTS NpoMIRoIcTRa; ok
ApCrucTpUPOBALILIL Tonap il wHaks, osep
Iipunmt)’u‘?i!\‘mmu THUSHNE HOMCP COPhIg, Ty

HPOIIBOCTIRL, JHTY OROHUMAHI CPOR LOTHOC L, i
TOX e RITT _l.il.h\nilsl‘l':lli.l.! Kok, ‘
On the steip the following is specified in Russian: |
drug trade name with 2 warning mark &,
pharmaceutical torm. number of tablets i a strip;
names and quantities of active substances in cach tabler |
with relerence to (1 800) ratio in Fungal diastase and |
active units (6000 U fmgy i Papame: “The drug '
comtams as excipients’ lactose. sadium benzoate: in

' coating composilion: sucrose, sodium  benzoate and
castor oil”, ways of application and doses. storage |
conditions, “Keep out of reach of children™; nume of
manufacturer and registration certificate owner, i
combincd trade matk (in English), manufacturing site
address, “® - Registered trade mark™; manufacturing
ticense number; batch number: date of manufacture,
expiry date; technical packing code.

Ha waprousoii navke w kapronnoi Kopodie, na
PYCCKOM SILIKE YRIAILIBIT: TOProsoe
HAMMCHOBAHME TipenapdTa ¢ ape1yIpeirresHoil
MAPKUPORKON B ackapeTenyio hopay;
DAPMAKOTEPRUCHTICCRY IO IPY 1Y, KOEICC FBO
Ta0CTOR B YIIKODKS, HAIBANIHA AKTHOILIX BOUICCTS 1
HX KOAMMECTI B KA 100 Ta01eTKe (C v ieTom
cootroweins (1 800) y Mpnbxonoit uacrase
eansii aeicrnia (6000 EJLsmr) v Manania);
«lTpenapar coaepmiT 1 COCTARE BCAOMOIETCALHMX
BEHICCTH! ARTOIY, IELTPIR OCHI0AT, B COCTane

000A0 IL caxapoty, HaTpin Genioat o kacroponoe
MACA0N, YEAOBIN OTNYCKE, CNOCOGL! npHMereiiH
AOILE YCROBIGE XpateHus; «XPaHHTh B HEI0CTYITHOM
JUIA AETEN MECTEn: HOMED PEerHeTPautuHHOIO

Ci’.'

v
e 0Bl

SIPATC AT THE
I REiL)
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VAOCTOHCPEHHA | HOMEP NPOIIBOACT BEHHO !

JMUCHINE, NOTOTHI KOMIZHIH (POHIBOANTEN 5
H
1

«UNTCHEM» (03 anragiic KoM i3bike L TeXHHCCRIT
VHIKOBOUHEIE KOTHE, HOMED COPIIL, 11y
HPOIBOACTI, JHUTY OKOHMAHN CPOKY TOAHOCTH
«lloaen qon: LHrpus - ko « & Japeruetpuposaimis

| TORAPHBIT JHAKY | HAMMSHOBZHIC (POIGBOLITES | ‘ !
- Duaagenvia Per. yvaoctosepenis, ero ‘ |

KOMOHIGIPOBAKHALT TOBAPHBLIT THAK (1 dHT e KoM
AILIKE Y A0PeC MeCTa npoiepoacTna; 2D anvvepHni
.‘.I?H‘]ﬂl‘tlihm KO P00 LI HasMep “omapa i

DO VHURAALHLET COPHRLIE HOMED BTOPH A0 Y TTAKOBRY f
CHA AHCAHBCKONM S3RTRL ), f §
|

On the carton and cardbourd box the following is {
specificd in Russian: drug trade name with a warning, E
mark & pharmacestical torm pharmacotherapentical ‘
group: number of tablets in a pack; names and ! l

Quantities of active substances in each tablet (with |

- reference to (1:800) rato in Fungal disstase and active I
units (6000 Ulmg) in Papaine), “The drug contains as

excipients. lactone, sadim benzoate, in coating 1

. Cpee i
composition: sucrose, sadinum benzoate and castor oil”, ‘ |
K ; P i
distnbution conditions: wavs ol apphcation and doses; f

- storage conditions: "Keep out of reach of children™ }

registration certiticate number; manufacturing license i
number: logotype of the company-manufacturer
CUNICHEM™ (in English), technical paching codes: |
batch number, date of manufacture, expiry date “Best :

before™, bar code, % - Registered trade mark™; name
of manutacturer and registration certificate owaer; its | |
. i combined trade mark (in English); manufacturing site !

address; 2D dimeric matnix code, Global trade nem
number and unsque seral number of secondary
package (in Enghsh)

[MKauecTno :m« mp,zn ummcum\m 11 ’\{)E"-ini B1-191207 s 12,54

- S

innmuumu

[ TPCCORIHIAN, yRasaHNbBIM 1 HTNe i " Complies

Quatity of the drug conforms to the | TENOI240101-191207 amendment 1,234

_requirements .spulﬁud inthe ND Ne ' R . o | ]
Sawan_ Kumar Sadhna . Rahul Shukla
(Sr. Officer - QC) (Sr, Executive - QC) / EU,J \Wg“ ' (Manager -QC)
Analysed By _,D\ Checked By ,QD AN Approveg By e

|2“ % eSOt

Date: Bt Date: Date:

iy
PO T S "
it i8]
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