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O®TATEJIb 0.25%, I'EJIb FJIAZHOM, 10T

985029
252877

04/2023
06/2023
10/2025

Requirements/ Hopmi

Colourless or slightly opalescent gel. /
Becuserntii win cuerxa OlAJICCUUPYIONTHI
rclh,

The gel liquefies, and white voluminous
precipitate is formed. / I'citb cranosures
KHJIKHM M [IDOMCXOHT 0BpasoBaiiue
Gci10r0 TBOpOXHCTOrO OCaIKa.

The retention time of the homologue peaks
of benzalkonium chloride in the
chromatogram of the test solution must
correspond to the principle peaks in the
chromatogram of the benzalkonium chloride
standard solution. /

Bpemcna ynepxusanus nmukor romostoron
Ocizankonus xnopua na Xpomarorpamme
HCHBITYCMOI'O PacTBOPA JIOJKIBI
COOTBCTCTBOBATL BPCMCIIAM Y/ICPHKHBAIIHS
OCHORHLIX TIHKOR 112 XpOMaTOIpaMMe
CTalIApTHOrO pacTBopa Geisaikonus
XJiopnjia.

The principlc spot in the chromatogram of
the test solution in position must correspond
1o the main spot in the chromatogram of the
reference standard solution, /

Ocnoetoe ugruo na XpoMarorpamMme
HCIIBITYCMOTO PAcTBOPA 110 HOJIOKCHHIQ

Units/
Emniningsi
HIMEpest

Results/
Pesyanrarn

Colorless 1o
slightly opalescent
gel/Becngernnii
WJIH crierka
olaNCCUUPYIONTHIi
reib

Complics/
Coorsererpyer

Complies/
Cootrserernyer

Complics/
Cootsererayer

JIOJIKHO COOTBCTCTBOBATH OCHOBHOMY NATH Iy
Ha XpoMarorpaMmc CTarjiaprioro pacreopa.

The principle spot in the chromatogram of ~ Complics/

test solution in position and in color must Coorserernyer
correspond to the main spot of the reference

standard solution./

OcHosioe naTHo 1a xpomarorpamme

HCllbl'l'ycMOFO ]JﬂCTBOpH. HO NOJIOKCHHIO M

HHTCIHCHRIIOCTH OKpaMBaug JNOMKHO

COOTBCTCTBOBATHL DC!IOBIIOM}/ HATHY Ha

XpoMaTorpaMme CTalijiapTioro pacreopa.
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Praduey/ Hgersper O®TATEJb 0.25%, lEJIb IJIA3HOWM, 10T

Product Code/ Kon nipeniapara 985029

Batch No./ Homep cepusd 252877

Datc of manulacturing/

Jlara upou3sBojICcTBa 04/2023

Date of analysis //laTa anannsa 06/2023

Date of expiry/ Cpox rojuocty 10/2025

Identification / Color reaction / Bluc-green color appears./ Complics/
Polyvinyl alcohol / O6pazoBalKC CHIIC-3CICIOI0 OKPAIIHBAIINA. CooTBCICTBYCT

1 lojumiiocTh / Kauccrneiiian
peakuusa / ] loJIMBHIMIORBBIH CUHPT
Clarity / The product must stand the comparison with Complics/
[Ipo3pautiocTh reference 111/ COOTBETCTBYCT
[IpcniapaT JMOMKEH BLUICPKHUBATL cpaBHCHHC
¢ oranotom 11

Color/ The preparation must stand the comparison Complics/
I[reTHOCTD with the reference BY7./ CooTBETCTBYCT
Tlpctiapar I0JKCIH BbIICPAKHMBATh CpaBiiCHHUC
¢ oranonom BY7.

Weight of the package content / 10,3 -11,0 10,7
Macca cojep:KUMOoro YIaKOoRKH

= g

pll 7,0-7,6 7,4

Osmolality / 280 - 340 309 mOsml/kg/
OCcMONAIBIOCTD MOcm/xr
Viscosity / 470 - 840 729 mPa's /
Bsa3kocTh mlla-c
Mechanical impurities / The preparation must be [ree from visible  Complies/

MexaHHUCCKHUE BKIHOYCHUA particles. / CoOoTBCTCTBYCT

Bujumbic MCXAHHUCCKHE RKIIIOYCHH
JIOJIKEHB] OTCYTCTROBATD.

Sterility / The preparation must be sterile. / Complies/
CTepHIIbIIOCTD I Ipenapar joike GbITh CTCPHIILIILIM CoOTBETCITBYCT

Assay / HIPLC/ Benzalkonium 0,054 - 0,066 0,060 mg/e/
chloride / mr/r

KosmuccTsenHoe onpejienciue /
BXKX / Benzankonus Xnopnit

BLOQ/IIIKO  — Below Limit of Quantitation/ Hke npe/icia KoJIMHCCTBCIHOTO onpeaeienus
ND/HIO Not Detected/ 11e obnapyxcHo
RR1/OBY - Relative Retention Time/ OriocHTenbioe BpeMsaA ylIepKUBALINA
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Product/ Tibemapar OFTAGEL 0.25% 10 G EYE GEL/
peiap ODPTATEJID 0.25%, I'EJIb I'JIASHOM, 10 T

Product Code/ Kox npetapara 985029

Batch No./ Homep cepuu 252877

Date of manufacturing/

Jara npoussoscTra 04/2023

Date of analysis /}lata anajusa 06/2023

Date of expiry/ Cpox rojuocru 10/2025

I'hereby certify that the above-mentioned batch was produced and quality control tested in accordance with the
approved master formulac, process instructions and quality control test methods. The batch documentation and the
analysis records were reviewed and found to be in full compliance with the relevant current GMP requirements and
conditions set out in the Marketing Authorization issucd by the appropriate Regulatory Authorily. No deviations or
occurrences which may have an influence on the product quality were noted.

HaCTO}Il.LlHM IID}]TBCPH\'}[&EO, YTO yKa3zanuag Bnlnie ccpus HPOH3IBEJICHA B KOHTpOJIL Ka4decTsa I[POBC/ICH B
COOTBCTCTBHH C JI,OK)’MC[ITHL[HCIT] Ha CCPHIO, TCXHOJIOIHEH HIPOH3BOJICTEA H MCTOJHKAMH KOHTDOJIS KauecTra.
HokymenTauus na cepuio u AYPHAIBI IPOBCACHMA HCHLITANMIA TIPORCPCHEI 1 ITOJIHOCTHIO COOTBCTCTBYIOT
Zeficraytonium tpebosannam GMP u YCIIOBHAM, M3JI0KCHILIM B PCIUCTPAIIHOHIOM YJIOCTORCPCHHH, BbIJIalIIOM
COOTBCTCTBYIOIUM PCIYSISTOPHBIM OpranoM. | [Mkakux oTKIoNCHui i IIPOUCILICCTBUI, KOTOPLIC MOTYT HOBUHSTE
11a KaYCCTRO LIpeliapara, OTMCYCHO 1iC BhIIO.

Santen Oy, Tampere/ Canru AO, Tamuepe

03 July 2023/ 03 Hion 2023 I'.\

¥

|~

Jaana Lihteenmiiki

Qualified Person, QA Pharmacist (B.Sc.)/
Yionnomoucennoc w0, hapmanesr, clenpaimer 1o
KonTpomo kauccrsa (bakanasp cCTCCTBCHIBIX HayK)



Oftagel Batch 252877 (reference to Certificate of Analysis dated 03.07.2023)

Od¢rarenn Cepuna 252877 (ccbinka Ha ceprudukar ananusa or 03.07.2023)

[ importing country / Crpawa ssoza,
Marketing Authorisation of importing country /
Peaucmpayuonroe ydocmoseperue CMpaHxel 866030

Active Pharmaceutical Ingredient batch and
manufacturing site /

Cepus u npoussodumens gapmayesmuveckoii
cybecmanyuu:

Name and address of bulk manufacturing site /
HossaHue u adpec npussodcmea 20mogod
fAeKapcmeenHol hopmer:

e
Russia / Poccua

Name and address of packaging site /
Ha3ssaxue v adpec nnowadku, omesevaioujed sa
VNGKOBRY:

| Name and address of release site /
| Hassarue u adpec npoussodumenn {Boinyckarouwud
KoHMpony kayecmea): _

| Presentation form /
. ®opma BbinycKa o
Stability period / Cpok z0dnocmus-

i_gtorgg}‘: conditions / Yenoeusn i;bﬂe.t;'ua:_

Label code / Kog orukerin

| Carton code / Kop, MaYKK KAPTOHHON

| Leaflet code / Koa MM

1321352/ 2536-03

M N012493/01 or 28.09.2011

Carbomer / Kap6omep
Batch / Cepua: 0000079303
Manufacturing site / Mpoussoautens:
Lubrizol Advanced Materials Inc. / Ny6puzon 3asances Martepuanc
WHK.
2468 Industrial Parkway, Calvert City, Ken
Ursapharm Arzneimittel GmbH, Germany / Ypcadapm
ApuHainmuTTens Frm6X, Fepmanus |
_3S_ln@$_t_r_ie_stra_s$g, (Silg_ﬂgarbrucken, Germany
Primary Packaging site / Mnowapgka nepeuyHoOi ynakosku: |

tucky 42029, USA

Ursapharm Arzneimittel GmbH, Germany / Vpcadapm |
ApuHaiimuTTens TMBX, MepmaHus |
35 Industriestrasse, 66129 Saarbrucken, Germany

Secondary Packaging site / Nnowapka BTOPUYHOM YyNaKOBKM:
Ursapharm Arzneimittel GmbH, Germany / Ypcadapm |
ApuHaiimuTTens rm6X, lrepmanus '
35 Industriestrasse, 66129 Saarbrucken, Germany |
Santen Oy, Finland / AO CawTaH, ®unnanaus '
Kelloportinkatu 1, 33100, Tampere, Finland '

Eye gTeI;ES-"/é_(tJr;itl_e} 10gx 1 (carton pack)/ |
lenb rnasmoii, 0.25% (dnakoH) 10 rx 1 (nayka kapTouHan) |

30 months. Use witﬁaégays after_oaening the bottle. / |
30 mecaues. Ucnons3osaTs 8 TeyeHue 28 aHel nocne BCKpbITUA |

goworn.__________ |
Keep at temperature 15°C - 25°C protected from light/

Mpu Temnepatype ot 15°C A0 25°C, B 33WMLWEHHOM OT cBeTa
MmecTe. et
11.1352 / 1183-02

31.1352 /1184-03

|
|
—
|

i
|

! Test/ Nokasavens | Requirements/ Hopmb! - | Results/ Pesynbrars: _
Packaging / 10 gin a transparent 10 ml low density 10 gin a transparent 10 ml low density i
Ynakoeka: polyethylene bottle. The bottle is equipped with a | polyethylene bottle. The bottle is equipped with a |
built-in dropper and screw tamper evident cap. built-in dropper and screw tamper evident cap. |
The bottle with instruction for use is packed into a | The bottle with instruction for use is packed intoa |
carton box. / carton box. / |
Me 10 r B npo3payHblii GNakoH BMECTUMOCTbIO 10 Mo 10 r B Npo3payuHbIii HA3KOH BMECTUMOCTBIO 10
MA, N3rOTOBNEHHbIA U3 NONNITUAECHA HU3KOL MA, U3rOTOBAEHHDIA U3 NOANITUACHA HU3KOM i
NOTHOCTW. @N1AKOH YKYNOPEH NUNETKOIA, ¢ NNOTHOCTU. PNAKOH YKYNOPEH NUNETKOM, C
HaBMHYMBAEGMbIM KOINAUKOM M KOALLOM, Ans HaBUH1YMBAEMbIM KOANAYKOM U KOABLLOM, oA |
i KOHTPONA BCKPbITUA dnakoHa. DnaKkoH ¢ KOHTDOAA BCKPbLITUA dnakoHa. DAaKkoH ¢ [
| — | WHCTpyKumel nomewakor B KAPTOHHYIO navky. _MHCTPYKUMed nomeleH B KapPTOHHYIO mayky.
| Labelling / The following shall be indicated on the label of the | The label of the vial in Russian indicates: the trade
Mapruposka: vial in Russian: the trade name of the drug with name of the drug with warning ®, dosage form,
- .waming?, dosage form, amount of the drugin | amount of the drug in grams, dosage, name and |

Page/Crpanuua
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Oftagel Batch 252877 (reference to Certificate

Odrarens Cepun 252877 (ccbinka H

]

grams, dosage, name and content of the active
substance and preservative in mg/g, batch
number, expiration date, storage conditions,
warning inscriptions: "Between instillations the
vial should be stored in a cardboard package
upside down, to facilitate the flow of gel. ",
"STERILE", "Use within 28 days after opening the
bottle.”, the name and country of the holder of
the registration certificate, the company logo
(graphic symbol and abbreviation in Latin),
internal codel(s).

The following shall be indicated an the cardboard

of Analysis dated 03.07.2023)

a cepTudUKaT aHaNU3a OT 03.07.2023)

content of the active substance and preservative

in mg/g, batch number, expiration date, storage

conditions, warning inscriptions: "Between '|
instillations the vial should be stored ina .
cardboard package upside down, to facilitate the |
flow of gel. *, "STERILE", "Use within 28 days after |
opening the bottle.”, the name and country of the ‘
holder of the registration certificate, the company |
logo (graphic symbol and abbreviation in Latin), |
internal codes. |

The cardboard package in Russian indicates: trade |

package in Russian: trade name of the drug with
warning ®, international nonproprietary name,
dosage form, quantity of the drug in grams,
dosage, name and content of active substance and
preservative inmg per 18 of gel, list of excipients,
batch number (batch format of the finished
product: additional symbols (letters or numbers)
assigned for intermediate/secondary packaging
may be added to the series number assigned to
the product "in balk" and indicated on the primary
package. Therefore batch number given on the
intermediate/secondary packaging may be several
characters longer than the series number on the
primary package), expiration date, manufacturing
date, number of vials in package, inscriptions: "For
treatment of dry eye symptoms.”, "1 drop 1-4
times daily.", "See enclosed instructions inside
package.", "Between injections the bottle must be
kept upside down in the carton pack, to facilitate
the flow of the gel. ", "Use within 28 days after
opening the vial.", "Keep out of reach of
children.", "Sterile."”, storage conditions,
prescription status, method of application
"Topically into the eye.", company logo (graphic
symbol and Latin abbreviation), name and country
of the registration certificate holder/producer
(batch release site), manufacturer name and
country, barcode, registration certificate number,
internal code(-s).

Additionally, means of identification (S1) may be
present to monitor the movement of medicines.
Factory process codes and manufacturing
technical details may be present on all packaging
components. Location and color of identification
means, process cades and manufacturing
technical details may vary slightly depending on
the technological features of production. Color
shades of packaging layouts may vary slightly from
those on commercial packaging because they are
dependent on the specifications of the printers./

Page/CrpaHuua
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1

|

|
|
|
1

name of the drug with warning ©, international |
nonproprietary name, dosage form, quantity of !
the drug in grams, dosage, name and content of |
active substance and preservative in mg per 1g of |
gel, list of excipients, batch number, expiration

date, manufacturing date, number of vials in l
package, inscriptions: "For treatment of dry eye
symptoms.", "1 drop 1-4 times daily."”, "See
enclosed instructions inside package.”, "Between
injections the bottle must be kept upside down in
the carton pack, to facilitate the flow of the gel. ",
"Use within 28 days after opening the vial.", "Keep
out of reach of children.", "Sterile.”, storage ‘
conditions, prescription status, method of
application "Topically into the eye.", company logo
(graphic symbol and Latin abbreviation), name and
country of the registration certificate
holder/producer (batch release site),
manufacturer name and country, barcode,
registration certificate number, internal codes.

Additionally, means of identification (Sl) are
present to monitor the movement of medicines. |
Factory process codes and manufacturing |
technical details are present on all packaging
components. / ‘




Oftagel Batch 252877 (reference to Certificate of Analysis dated 03.07.2023)

Odrarensb Cepusn 252877 (cebinka Ha ceptudukar aHanmsa or 03.07.2023)

Ha ITUKETKE dJJ'IE‘IKOHa Hd DYCCKOM HShIKE_ o
YKa3bIBAIOT: TOPrOBOE HAMMEHOBaHWE npenapara ¢
npeaynpeanTenbHOR MapKUPOBKOD ©,
NEKAPCTBEHHYIO POPMY, KOAUYECTBO npenapara s
rPammax, A03UPOBKY, HAMMEHOBaHME K
COoAepXaHue geiiCTBYIOWEro BeLecTsa u
KOHCEpBaHTa B Mr/r, Homep cepuu, aaty
OKOHYaHUA CPOKaA roAHOCTH, YCIOBUA XpaHeHus,
NpeAynpeauTenbHble Haanueu: «Mexay
38KaNbIBaHUAMK GNIKOH CneayeT XpaHuTL B
KaPTOHHOIA Nayke B NepesepHyTOM BUZe, ans
obnerueHua noctynnexus rensa.», «CTEPU/IbHO»,
«Mcnonb3osars B TeueHue 28 Z4Hel nocne
BCKPLITUA HNAKOHA.», HAMMEHOBAHUE 1 CTpaHy
ACPHKATENA PErUCTPALMOHHOrO yA0CTOBepEHUS,
norotun dUpmbl {rpaduueckuii cumeon u
a66pesuarypa Ha natuuuue), BHYTpeHHuii(e)
Kopa(bt).

Ha KapToHHO nayke Ha pycekom asbike
YH33bIBAIOT: TOProBOE HAMMEHOBaHWE Npenapara c
npeaynpeanTensHON MapKMpOBKOIt ©,
MEXAYHAPOAHOE HENATeHTOBaHHOe
HauMeHoBaHUe, NeKapcTeeHHyIo Gopmy,
KonuuyecTso npenapata 8 rpammax, A03MPOBKY,
HaumeHoBaHUe v cogepkanue aeicrByowero
BELIECTBA 1 KOHCEPBAHTA B Mr Ha 1 r rens,
NeépeyeHs BCNOMOraTenbHbIX BELECTs, Homep
cepun (popmupoBaHne cepum rotosoro NpoayKTa
- K HOMEpY Cepuu, NPpUCBOEHHOMY NpoayKTy «in
balk» n ykazanHomy Ha NepBUYHON ynakoBKe,
MOTYT 00aBAATLCA CUMBOADLI (BYKBLI MAM undpbl),
AOMNONHUTENLHO NPUCBOEHHEIR ANs
NPOMEKYTOYHOM /BTOPUUHOI ynaKosKy. Takum
06pasom, Homep cepuu, yKasaHHoii Ha
NPOMEXKYTOUHOM/ BTOPUUHOI YNaKoBKe MOXxeT
6bITb Ha HECKONLKO CMMBONOB ANVIHHee Homepa
CépunM, yKa3aHHOro Ha NepBMYHOIT ynakoske), Aary
OKOHHaHUA CPOKA FOAHOCTM, AATY U3rOTOBNEHMA,
KO/M4eCTBO GNAKOHOB B YNAKOBKE, HAANUCK
«lnA NEYeHUA CUMNTOMOB CYXOCTH rnas.», «l
Kanaa 1-4 pasa B cyTKU.», «Cm. npunaraemyio
WHCTPYKUMIO BHYTPU YNakoBku.»,«Meway
33KanbIBaHUAMU GNAKOH CNeAYeT XpaHUTS B
KapTOHHOIA Nauke B nepesepHyTOM Buae, Ans
ofnerueHns noctynnenun rena.», «Mcnons3osath
B Te4eHue 28 fHeii nocne BCKpbITUA dnakoHa.»,
«XpaHuTL B HEAOCTYNHOM ANA AeTeif mecTe.»,
«CTepunbHO.», ycnoBua XPaHeHus, yCNoBUA
0Tnycka, cnocob npumererus «MecTHO B rnas.»,
nerotvn gupms (rpaduyeckuii cumson u
abbpesnarypa Ha NaTUHULUE), HAUMEHOBaHKe 1
CTPaHy AepyKaTenn PerucTpauuoHHOro

YAOCTOBEpEHUA/NPOU3BOANTENs (BbInyCKaIOUWMIY

Page/CrpaHuua
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T Ha stukerke dnakona Ha DYCCKOM A3bIKE YKazaHo: |

TOproBoe HaumeHoBaHWe npenapara ¢
NPeAYNpeanTeIbHOW MapKUpPOBKoii ©,
NeKapcTBeHHan popma, KONMYECTBO NpenapaTa B
rpammax, [,03MPOBKa, HAWMEHOBaHUe 1
cojepanue AeHCTBYIOWLEro BeWEecTsa 1
KOHCepBaHTa 8 Mr/r, Homep cepum, gara
OKOH4aHWA CPOKA rOAHOCTH, YCNOBUA XpaHEeHuA,
npeaynpeguTenbHbie HaLNMCK: «Meway
3aKanbIBaHUAMY GAAKOH CNeayeT XPaHuTh B
KapTOHHOW Nauke B NePEBEPHYTOM Buae, ans
obaerueHns noctynaeHus rens.», « CTEPUNBLHO»,
«Mcnonb3oBaTh B TeueHue 28 aueit nocne
BCKPbITWA dNaKkoHa.», HAMMEHOBaHUE U CTpaHa
ACPXaTeNA PervcTpaunoHHOro yA0CTOBepeHus,
Aorotun dupmsl (rpadmyuecknii cumson u
abbpesuarypa Ha NaTUHULE), BHYTPEHHuE KOAbI.

Ha kapToHHO#i nauke Ha pycckom s3bike YKa3aHo:
TOprosoe HauMEHOBaHUe npenapara ¢
npeaynpeauTenbHON MapKUPOBKON ©,
MEXAYHAapPOAHOe HeNaTeHTOBaHHOe
HaumeHoBaHue, nekapcTeeHHan dopma,
KONUYECTBO NpenapaTa B rpamMmax, 403UPOBKa,
HauMEHOBaHWe W coaepIKaHne ACHCTBYIOLEro
BEWecTBa v KOHCepPBaHTa B Mr Ha 1 r rens,
NEpeyeHb BCNOMOraTeNbHbIX BELUECTR, Homep
Cepuu, A3aTa OKOHYAHMA CPOKA rOAHOCTH, AaTa
M3rOTOBNEHMA, KOMHECTBO (/IAKOHOB B YNAKOBKE,
Haanucu: «nA nevyeHus cumnTomos CyxocTtu
rnas.», «1kannn 1-4 pasa B cyTku.», «Cm.
NpUNaraemyio MHCTPYKUUIO BHYTPY
YNaKoBKuM.»,«Mexay 3aKkanbiBaHuamu GbnakoH
ChefyeT XpaHWUTb B KAPTOHHOM Nayke 8
nepesepHyTom Buae, ana obneryeHusa
NOCTyNNeHusA renq.», «Mcnonb3osats B TeyeHue 28
AHell nocne BCKpbITus bnakoHa.», «XpaHuTs B
HeA0CTYNHOM AAA AeTeit MecTe. », «CTepunbHo.»,
YCNOBUA XpaHEHWA, YCNOBUA OTNYCKa, cnocob
NPpUMeEHEHnA «MeCTHO B rna3.», norotun drpmbl
(rpadmueckuii cumson u abbpesuartypa Ha
NAaTMHWLE), HAMMEHOBaHMeE U CTpaHa Aepartena
perncrpaunoHHoro
YAocCTosepeHus/npoussoautens (BbInyCKalOWMIA
KOHTPO/b Ka4ecTBa), HaumeHoBaHue u crpanf
NPOU3BOAUTENA, WTPUX-KOA, HOMEP
PErMcTpaLnoHHOro yA0CTOBEPRHUSA, BHYTPEHHME
KOAbl.




Oftagel Batch 252877 (reference to Certificate

Odrarenp CepuA 252877 (ccbinka Ha cepTuduKar aHann3

Quality of the product is compliant with normative documentation I NO

KauecTso npenapata cooTBeTCTBYeT TpeboBaHNAM HOPMaTUBHOW 4

Date/faTa

Signature/flognuce:

KOHTPOAb Ka4ecTBa), HAMMEHOBAHNE U CTPAHY

NpPOV3BOAUTENS, WTPNX-KOA, HOMEP
PerMcTPaLMOHHOr0 yA0CTOBEPEHNS, BHYTPEHHMA(-
e) koa(-bl).

[LONONHUTEALHO MOTYT NPUCYTCTBOBATL cpepcTsa
waerTuduraumn (CH) AnA MOHUTOPUHIA
[ABUKEHUA NEKAPCTBEHHDIX NPEnapaTos. Ha Bcex
KOMMOHEHTaX YNaKoBKY MOTYT NPUCYTCTBOBATL
32BO/CKVE TEXHOJIOTUYECKUE KOAbI U
I'IpOMBBO,ﬂ,CTBeHHbIe TeXHUYECKWE OeTanu. MecTo
PACNONOMKEHUA U LBET CPeacTs ngeHTruKauum,
TEXHONOrMUYECKNX KOL0B W NPOU3BOACTBEHHBIX
neTaneil MOXeT He3HaUNTeNbHO MEHATLCA B
33BUCHMOCTU OT TEXHONOTNYECKNX ocobeHHocTeN
npon3soACTBa. LipeToBbie OTTeHKN MaKeTos
YNaKoBOK MOTYT HE3HaUUTENbHO OTNMYATLEA OT
YTAKOBbIX H3 KOMMEPUECKOW YNAKOBKE, TaK KaK
33BUCAT OT TEXHWYECKMUX XaPaKTEPUCTUK
NPUHTEPOB.

03.07.2023

\] Seal/TleuaTb

Jaana Léhte y
Qualified Peegg:é”

Page/CTpaHunua
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of Analysis dated 03.07.2023)

a or 03.07.2023)

[LONOAHNTENLHO NPUCYTCTBYIOT CPEACTE3
npeHTuduKaummn (CU) Ana MOHNTOPUHIE
[BWKEHWNs NEeKapCTBEHHbIX NPenaparos. Ha Bcex
KOMNOHEHTaX YNaKOBKYU NPUCYTCTBYIOT 33BOACKWE
TeXHONOTMYecKe Kogbl n ﬁp0H3BOﬂ,CTBEHHbIE
TeXHUWYeCKUe aertanu.

12493/01-210222 /

okymeHTauuu I N012493/01-210222
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