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REKNAPALIS O COOTBETCTRIN

Bnuge: I eHepanekoro ApexTopa Benosoi HO.E.
Hosepennoe nuue: Kontemiok U, E.
HAosepertocTs Ne M151-2015 or 18 12.2018

3AABNSAET, YyTO NEKAPCTBEHHOE CPEACTBO:

Orvnakc®, kannu ywheie 10 mr/r+40 mrir 16 I, dnakowes ¢ 3aBUHYMBAIOWERCA KDPbIWKOR ¢ Kanensruyed (1), kopobku
Ka8pToHHbIE, per. ya. Ne M N0115688/01 ot 05.10.2011 (aata aamens Py 09.06.2018), CepuA 3450, roger ao:
01.05.2022, napTus: 88066 ynaxosok. KonTpakr Ne1-LLC or 17-05-2012 r., wnBsopc Ne 8500527 or 26.07.2019r

Bbinyckaemoe usrorosurenem: " Koa OKNAZ
Broxkogexc, ®panuns/Biocodex, 1, avenue Blaise Pascal, 60000, Beauvais, France, CTpaka: ! 21.20.10.262
Dpanyus
|
Kog THB3N:
COOTBETCTBYET TPEBOBAHHHM: 3004800002

N N011568/01-05101 1. nam.Ne1-3

REKNAPALMS NPUHSATA HA OCHOBAHUK

fpoTokon ucnsraxui Ne 74870 ot 02.08.2018, 000 "UeHTp koxTpons kadecTea Buonadd", arrecrar aKkkpeguTaunn:
RA.RU.21UUK01 ot 22.07.2015. Ceprudpuxar coorsercrans Ne POCC FR.©B14.C87506 or 02.08.2015

AATA NPUHATUS AEKNAPALMMK: 05.08.2019
OEKN W51 O COOTBETCTBUM RENCTBUTENBHA A0: 01.05.2022
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3A0 “Texkadecrao", 109044, r. Mockaa, yn. Qunamosckas, 4. 1A\Q¢,{DO:J'§E1—/4T“35) 676-5417, hawc: +7 (495)
676-2941, www.tehkachestvo ry, tehkachestvo@gmail.com, Or PHWTMR&@Q/AW&WT per. Ne POCC

RU.0001 110814 BeifaH PegepansHod cnyxBoi no aKKpeauTayum \‘«-.._:_:," g
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CERTIFICATE OF COMPLIANCE

Product name OTIPAX 16G GTE RUSSIE
Product code : 64420

Batch number : 3450

Released guantity : 98 066 UNITS
Manufacturing Date : 05. 2019

Expiry date : 05. 2022

I hereby certify that the above information is authentic and accurate. This batch
of product has been manufactured and tested in compliance with the EU cGMP
requirements and with the specifications of the Marketing Authorisats
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! Dr Kevin MARCHE ' 1' ";.i
1!3-;--‘ ,Hll‘ée&l‘ol— Person : = ;,
Date : f f Qualified Pef;an Stgnatura S
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CEPTUDUKAT COOTBETCTBUSA

HaumeHosanue npenapara OTUNAKC 16 2 GTE POCCUsa

Koa npenapara: 64420

Homep cepuu: 3450
O6vem Bbinycka: 98 066 EA.

Aata npou3soacTsa: 05.2019

Fogex go: 05.2022

Hocmoawum g nedmeaepwdaro, uwmo 8oiwienpusedeqrHan UH@OpMayus  Asnsemcs
docmoseprod u mourod. Hawnos cepus npenapama Buine npouseed

ucneimanua 8 coomeemcmeuy ¢ mpebosaHusmu cGMP EC Uz
MpebosaHuUAM, yemaHosAeHHbIM npu eocydapcmeeHHol pezucmpaquu/ /37
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BIOCODEX

&

Guality Depariment - 1_ Avenue Blarse Pascal

60000 Basuvais - Frange

PRODUCT IDENTIFICATION _

Specification number (MGE) / Version SR000066/ 2 Analysis folder number  X00000429 I’ Iﬂmmmnl
Product name OTIPAX EARDROPS 16 g/ N° 1

OTIPAX 16 G GTE RUSSIE

Product Code (SKU number) 64420 Batch number 3450

RESULTS
Test Method Specification Result Unit
Appearance MCQ000028 Limpid liquid Complies -
Odor MCQOC00080 Odour of alcohol Complies -
Mean mass MCQO000085 15.5t0 16.5 16.0 a
Clarity MCQO0T101 Clear Complies .
Color MCQ000086 <Y4 Complies -
pH MCQ000087 50tc7.5 55
Identification of phenazone MCQOC0058 Rt test = Rt Standand Complies :
Identification of lidocaine MCQ000098 Rt test = Rt Standard Complies -
hydrochloride

Phenazone assay MCQ0000g8 381042 40 mg/g
Lidocaine hydrochloride assay MCQ000098 9510 10.5 10.1 mglg
Ethancl assay MCQO000099 200 to 230 215 mg/g
Relative Density MCQ000238 1.11910 1.123 1.122 -
TAMC MCQ000012 <100 Complies CFuUrg
TYMC MCQO000109 s10 Complies CFu/g
Pseudomonas aeruginosa MCQO000089 Absence/g Complies -

taphylococcus aureus MCQ000083 Absence/g Complies -

CONCLUSION
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It is hereby certified that the above information is authentic and
found in compliance with the above specification.

accurate and that the analysis records have been reviewed and

QC qualified person PICHON Sophie Signature S
Date 25-Jun-2019 18:16:33 - /’rﬁz_‘,,-,—-’-“”“‘
Pnnted on 25-Jun-2018 18:2110
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T wrwceg - Mocoeer Bres Nacans |
ST Boae, S sempes

ONPEQENEHWUE NOANMHHOCTHU MPENAPATA

Homep/eepcur cneundnsauan (MGE] SROC0066 1 2 Homep nankw ananuaa X00000429
Haumenosanue npenapare OTMNAKC KANNM YWHLIE 16 riNe 1
OTVMNAAT 167 GTE FOCCHN

Koa npenapara (koa Tosapa) 64420 Houep cepun 3450

PE3YNbTATHI
Henbitanue Meroq TpeGosanus ~ Pesynerar Eauxuua
Onucawne MCQ000028 Mpo3pasnas xuaKocTs Coorsercrayer -
3anax MCQO00080 Sanax caupra Cooraercrayer
Cpeanss macca MCQ000095 OT 15520 165 16,0 r
NpospaunocTs MCQ000101 Mpospasusiit Coorsercrayer
UeetnocTs MCQ000088 <Y4 Cooteercrayer
pH MCQ000097 5075 55 .
NoaNMMMOCTs henaiona MCQ000058 BYun = BY i Coorsercrayer -
NoanunkocTs nuackanna MCQO000088 BY.a = BY crungagn Cooné'rf:rlyﬂ -
THAPOXNOPUAA o "
Konusectaennoe onpesenenus MCQ000098 3842 40 wrir
denason . .
Konwsectsenwoe onpegenenve MCQO0000s8 8.5-105 10,1 mrir
Nnaokanna ruapoxnopug
HonwsecTeennoe cnpegenenue MCQ0000%% 200-230 215 mrir
3Tamon
Ofwee wucno MCQ000012 5100 Cooreercreyer KOE/r
23p08Hnx Bakrepui e .
Obwee ronuuecTas Aporessix MCQ000109 $10 Coorsercrayer KOE/r
¥ Nnechessix ubos = o
Ornocutensmas nnotrocts MCQ000238 1.119-1,123 1,122
SonoTucTwid cradimnoroxx MCQ000083 oTeyTCTRME/ ~ Coorasrcreyer .
Cunernodnan nanousa MCQ000089 oTCyTCTaKe/r Coonérnrye*r

JAKNIOYEHUE

COTBETCTBYIOT BbieyNaIaHHOR cneunduxaymn,

Muxox Codu

MNoanuce <Modnucs>

nonHomovennoe Mg OK

ara 25 wons 2019+ 18:16.33

TE NevaTH 25 wonn 2076 182110 Crpasmua 1 ma 1
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