
MOEHS CATALANA, S.L.

Pollgono lndustriol Rubi Sur
c/ c6sor Mortineil i Brunet. t2 A o8l9l RUBI(BARCELONA _ spAlN)
Tel. (34) 93 586 05 20. - (34) 93 699 60 54-
Fox (34) 93 699 83 50

CERTIFICATE OF ANALYSIS
HYDROCHLORIDE Ph. Eur. I / usP 37Prqd.uct :

BaLch Nr:
Client :

LrDoc)ENE

604'/

FARMALABOR SRL

Shipment (Kq) : 105.00

lul fP,*ffit*

Code: L5502

Manufacture: 1,0 /20J,4 Re-test Dat,e: tO /2ALg -/

Packs: 3

RESULTS

Conforms
Conforms
Conforms
Conforms

Conforms
Conforms
Conforms

Conforms
Conforms
5 .4'7
74 .4-7'7.5 0C

< 0.001 p.cent
< 0 .05 p. cent
< 0.05 p.cent
< 0.05 p.cent
<5ppm
< 0.L p.cent
5.89 p.cent
< 0.01 p.cenE

100.0 p.cent
98.9 p.cent

CI{ARACTERS
.Aspect
.Colour
. Solubility

IDENTTFlCATTON
. fR Spect.rum
.Chloride reaction
.HPTC

TESTS
Aspect of soluEion S
CoLour so1 S
pH (0.5 p.cent so1)
Melting range
Related substances (HPLC)
. ImpuriLy A (Dimethylaniline)
.fmpurity E = Imp.K (ph,Eur.)
. Unspecif ied impurities
. Tot.a1 impurities
Heavy met,als
Sulfate
Water
Sulfated ash

ASSAY
. Potentiom. (on anhyd,r. subs .
.HPLC (oas)

Conforms to ph.Eur. & USp
Crystalline powder
White to al-most, white
Very soJ-ub1e in water
Free1y so1 in Ethanol 969
So1uble in chLoroform
Insol-ub1e in ether

Conforms to St
Positive
Conforms

Clear (Max Ref f opal)
Colourless (Max Ref B-9)
4 .0 to 5.5
74 to 79oC

Maximum 0.0L p.cenL
Maximum 0.L0 p.cent,
Maximum 0,10 p.cent
Maximum 0.50 p.cent
Maxi.mum 5 ppm (0.OOOS?)
Maximum 0.1 p.cent
5.5 to 7.0 p.cent
Maximum 0.1 p.cent

99.0 to 10I.0 p.cent
97 .5 to t_02 . S p. cenE

we hereby certify EhaE Ehe above informalion is auchenbic and accuraEe. This baEch has been manufactured. including packagingand quality control' in the above menlioned sice, in furr compriance with the cMp requiremenEs. The baEch processing,packaging and analysis records were reviewed and found Eo be in cornpriance wit.h rcH Q7A.

ReLeased by eA on 22/J-O 2oL4
CoA issued on Pag.: 1/3



MOEHS CATAIANA, S.L.

Polfgono lndusiriql Rubi Sur
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E$:*P,HH ,

Product : LIDOCAINE

Eatch N,r: 604

Client .. : FARMALABOR

CERTIFICATE OF ANALYSIS

HYDROCHLoRIDE Ph. Eur' I / USP

Manufaclure: Lo/20a4

SRL

gode: 15502
37

Re-test Date: 1-0/20]-9

Slripment (Kq) : 105 ' 00

Conforms
l-,430 ppm

Ph.Eur. 5'4 & USP 467

Maximum 2000 PPm (0'2t)
ADDITIONAL TESTS

Residual solvencs (GC)

.AceEone

vJeherebycelEifyEhaEtheaboveinformalionisauEhent,icandaccuraEe.ThisbaEchhasbeenmaEufacLured,inc}udingpackaglng
andqualiEycongrol,lntheabovementlonedsice,infullcompliancewithEheGMPrequiremenls'ThebaEchprocessing'
packaging and analysis records were reviewed and found !o be in compllaRce wiEh IcH Q?A'

Pag. : 2/3Released bY QA to /20a4
CoA issued on
Signed
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MOEHS CATALANA, S.L.

Poligono lndustriol Rubi Sur
c/ c6sor Mqrflnelt i Brunet, t2 A 08t91 RUBI (BARCELoNA _ spAtN)
Tel, (34) 9s 586 05 20" - (34) 93 699 fi 54.
Fox (34) 93 699 83 50

E$ITI.P,ffiJN

CERTIFICATE OF ANALYSIS
Code: l-5502ProducL ; LIDoCAINE HYDRoCfitoRIDE Ph. Eur. 8 / UsP 37

Bqt,eh Nr: 504 ManufacLure: J-o/2ar4 Re-test Date: ra/zorg
Qlipn! : FARMALABOR SRL

Shipment (Kq); 105.00

ADDITIONAL TESTS ACCORDING TO CLI

CUSTOMER SPECIFICATIONS

Mf CROBIOIJOGICAL QUALTTY
.TAMC (tot,.aerobic micr. count)
. TYMC (Tot. comb.yeasts/mouLds)

Endotoxine (LAI-Test)

SPECIFJCATIONS

Maximum L000 CFU/g
Maximum 100 CFU/g

Maximum 1.1 EU/mg

Lto,lt. u
-=],

Conforms
Conforms

< l-. L Eulmg

we hereby cerEify Ehat Ehe above inrormation is authentic and accurate. ?his bat,ch has been manufacEured, including packaging
and gualiEy controf in Ehe above menEioned site, in turl compriance wiEh the GMp requlremenes. The baEch processing,
packaging and anaLysis records $rere revi.ewed and found t.o be in compliance wiEh rcH Q?A.

Released by eA on
CoA issued on
signed by
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