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Product/ IIpemapat

Product Code/ Kon npenapara
Batch no./ Homep cepuu

Date of manufacturing/

JlaTa mpoM3BOJCTBA

Date of analysis/ JlaTa aHanusa

Date of expiry/ Cpok roaAHOCTH

Test/ Iloka3aTe,ib

Appearance / OnucaHue

Color / IIgeTHOCTB

Clarity / IIpo3pa4HocTh

Identification / HPLC / Benzalkonium
chloride /

TlommuaHoCcTs / BOXX / GenszankoHus
XJIOPHA

Identification / HPLC /
Dorzolamide /
MommuunocTs / BDXX / nop3onamunaa

Identification / HPLC /

Timolol maleate /

IMogmuuHocts / BOXX / THMONIONA
Majear

Viscosity / BsskocTs

Osmolality / OcMONANBHOCTB

pH

Cosopt 20 mg/ml + 5 mg/ml eye drops, Sml
KoconT® 20 Mr/mJj + 5 MI/MJ1 Kamin rjasHble, S M

31128

1CE01232

07/2022

07/2022

07/2024
Requirements/ Hopmbl Results/

Pe3yabTaThl

Clear, colotless or nearly colorless, slightly viscous liquid. / Complies/
TIpospayHslii, 6ECLIBETHBIA MY TOYTH CooTBETCTBYET

GECLBETHEIM, CIICTKa BA3Ka s XKHUAKOCTb.

The preparation must stand the comparison with the standard Complies /
solution B8./ COOTBETCTBYET
IlpenapaT DOJDKEH BBLACPKUBAT CPABHEHHE C 9TATOHHBIM

pactBopoM B8.

The product must stand the comparison with reference I. / Complies /
IlpenapaT DOJKEH BBIAECPIKUBATD CooT1BeTCTBYET
cpaBHeEHHe ¢ 9TanoHoM L.

The retention times of the peaks Ci2, C14 and Ci¢ in the Positive /

chromatogram of the test solution correspond to the retention  IlosoxuresnbHas
times of the peaks of C12, C14and Ci6in the chromatogram of the

benzalkonium chloride standard solution (within +3%)/

Bpemena ynepsxusanus mukoB Ci2,Ci4 u Ci6 Ha XxpoMaTOTpamMme

HCTIBITYeMOTO PACTBOPa TOJIKHEI COOTBETCTBOBATh BpEMEHAM

ynepxusanus mukoB Ci2, Ci4 u C16 Ha XpoMaTOrpamMme

CTaHZaPTHOTO PacTBOpa GeH3aNKOHHUA XI0puaa (B mpeaenax +

3%).
The retention time of the main peak in the chromatogram of the Positive/
test solution corresponds to the retention time of the peak of TTonoXuTeNbHA S

dorzolamide hydrochloride (within +2.5%) in the chromatogram

of the corresponding standard solution /

Bpems yaepKHBaHHA OCHOBHOTO TMHKa Ha XpPOMATOTpamMme

HCIIBITYEMOTO PACTBOPA AO/DKHO COOTBETCTBOBATE BPEMEHH

yIep KMBAHUS NMKA A0P30IaMUIa THAPOXIOpHAa (B mpesenax £

2,5 %) Ha XpOMaTOrpaMMe CTAHAAPTHOTO PacTBOpa

The retention time of the main peak in the chromatogram of the Positive/
test solution corresponds to the retention time of the peak of TTonoxurensHasn
timolol maleate (within £2.5%) in the chromatogram of the

corresponding standard solution /

BpeMms yaepxuBaHUsI OCHOBHOTO ITHKA Ha XpPOMaTOIpaMMe

HCTILITYEMOTO PacTBOPa JOIXHO COOTBETCTBOBATb BPEMEHU

yHepXuBaHUs IIMKa THMOJIONA MajneaTa (B npefenax + 2,5 %) Ha
XpoMaTOrpamMme CTaHAAPTHOTO pacTBOpa

65-170 cP/ cIl3 86 cP/cll3

From -0.60 °C to -0.45 °C/ -0.49 °C
Or -0.60 °C no -0.45 °C

55-58 | 5.6
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Product/ IlpemapaTt Cosopt 20 mg/ml + 5 mg/ml eye drops, Sml
KoconT® 20 Mr/mi + 5 Mr/Mil Kamjm riiasHble, 5 M

Product Code/ Kox npenapaTta 31128
Batch no./ Homep cepun 1CE01232
Date of manufacturing/ 07/2022
Jata npousBojcTBa
Date of analysis/ Jata ananusa 07/2022
Date of expiry/ Cpok rogrocTn 07/2024
Assay / HPLC / Benzalkonium Chloride/ 90.0 - 115.0% of labél claim / 99.7%

Konnuectsennoe onpenenenne / BOXKX 90.0 - 115.0% ot 3asB1eHsOr0 conepxKaHus
/ 6eH3a IKOHUS XJIOPH]

Assay / HPLC / Dorzolamide / 95.0-110.0% of label claim / 1003 %
Konnyecreennoe onpenencrre / BOXKX 95.0 - 110.0% ot 3asBIeHROr0 CoIEpKAHUA
/ mop3onmamun
Assay / HPLC / Timolol/ 95.0-110.0% of label claim / 99.4 %
Konnuecreennoe onpenenenne / B3XKX 95.0 - 110.0% ot 3asBI€HHOTO coJiepaKa Hus
/ Tumomnon
Related Impurities / HPLC / Dorzolamide Cis-Dorzolamide: < 2% / ND/HO
/ PoncrBennsie npumecu / BOXKX / nuc-gop3onamun: He 6oiee 2 %
Jop3onamug
Desethyldorzolamide: <0.5% / ND/HO
Ae3dTHIop30aamMun; He 6osee 0.5 %
Any other single impurity <0.2% / ND/HO
JIrobas gpyras eauuuuHas npumeck < 0.2%
Total related impurities: < 2.5% / ND/HO
cymma mpumeceii: He 6oxee 2.5 %
Related Impurities / HPLC / Timolol Identified impurity L-613709: <0.5% / ND/HO
maleate / HWpentudunupoparHas npumecs L-614709: ne 601ee 0.5 %
PonctBennsie npumecu / BOXKX /
TuMmonon Maneat Identified impurity L-714471: <0.5% / ND/HO
Wnentudunuposannas npumecs L-714471: ue Gonee 0.5 %
Identified impurity L-153437:<0.5% / ND/HO
WpentudunyuposaHHas npumecs L- L-153437: ue 6omnee 0.5 %
Any other single impurity <0.4% / ND/HO
Jio6as npyras equHAYHAA MpuMech < 0.4%
Total related impurities: < 1.0% / ND/HO
cymma npumeceii: He 6osree 1.0 %
Mechanical impurities / The product must be free of any visible particles / Complies/
MexaHHIECKHE BRITIOYECHUs/ BruuMble Mexa HUMECKUE BKITIOYCHHS J0JKHBI OTCYTCTBOBATh  COOTBETCTBYET
Volume of package content / The average net volume of content of the 10 Average 5.65 mL/
O6BeM comepKUMOro bottles is NLT the labelled amount and the Cpeatee 5.65 mn
yIaKOBKH net volume of content of any single bottle is
NLT 90% of the labelled amount. /
Cpennee 3HaueHHe 06BeMa COMEPIKIMOTO, Individual 111%/
paccunranHoe 1151 10 prakoHOB, OIKHO OrnensHoro 111%
OBITH HE MEHEE YKAa3aHHOTO Ha DTUKETKE, 2
06BeM TI060TO OTAENLHOTO (IaKoHA
coctaBiser He MeHee 90 %, yka3aHHOrO Ha
STHKETKE.
Sterility / Product must be sterile/ Complies/
CrepuisHOCTD IIpenapaT nomxeH GBITH CTEPUIBHEIM CooTBercTByeET

BLOQ = Below Limit of Quantitation/ HITKO = suke npenena KOIHIeCTBEHHOTO oTpeneseHus
ND =Not Detected/ HO = ne o6HapyxeHO
RRT = Relative Retention Time/ OBY = oTHOCHTENEHOE BpEMs Y AePKHBA HHS
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Product/ Ilpenapat Cosopt 20 mg/ml + 5 mg/ml eye drops, Sml
Kocont® 20 Mr/mJa + 5 Mr/mMJ Kamiu rjiasHbie, S MJ

Product Code/ Koa npenapaTta 31128
Batch no./ Homep cepuu 1CE01232
Date of manufacturing/ 07/2022
JlaTa npOM3BOACTBA
Date of analysis/ Jlata ananusa 07/2022
Date of expiry/ Cpok rogHoCTH 07/2024

I hereby certify that the above-mentioned batch was produced and quality control tested in accordance with the approved master
formulae, 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
issued by the appropriate Regulatory Authority. No deviations or occurrences which may have aninfluence on the product quality
were noted.

HacrosmuMm HOATBEPKAAI0, YTO YKA3aHHAS BEILIE CEPHA NPOM3BENCHA, M KOHTPONE KadyecTBa MPOBEJCH B COOTBETCTBHH C
JIOKyMEHTaIHe! Ha CEPHIO, TEXHOJOTHEN NPOM3BOJCTBA M METOIMKAMH KOHTPOIIS KaecTsa. JIokyMeHTa M Ha CEPHIO M Xy PHAJIBI
NPOBEICHHUS MCTIBITA Ui IPOBEPEHBI U NIOJTHOCTBIO COOTBETCTBYOT ACHCTBY FOLIUM tpebosanmaM GMP 1 ycnoBuaM, U3T0KEHHEIM
B PETMCTPAlLMOHHOM YAOCTOBEPCHHH, BHIAAHHOM COOTBETCTBYIOIIMM PEryJSTOPHEIM OPIaHOM. Huxakux OTKIOHEHHH HIH
IPOMCIIECTBHH, KOTOPHIE MOTYT MOBJIHATH HA KAYeCTBO [pernapaTa, OTMEUCHO HE 65bL10.

Santen Oy, Tampere/ Tamnepe
4 January 2023/ 4 susaps 2023 1.

Sepkle
Soile Hakala
Qualified Person, QA Pharmacist (M.Sc.)/

Cowie Xakana, YnonaoMouenHoe nuno, @apmMauesT otaena
o6ecneuenus kauecTea (MariucTp €CTECTREHHBIX HAaYK)




Cosopt 20 mg/ml + 5 mg/ml Batch 1CE01232 (reference to Certificate of Analysis dated 4.1.2023)

Kocont® 20 mr/mn + 5 mr/mn Cepua 1CE01232 (ccbinka Ha cepTudmMKaT aHanusa ot 4.1.2023)

Importing country / CtpaHa BBO3a:

Russia/Poccua

Marketing Authorisation of importing
country /

PeaucmpayuoHHoe yoocmosepeHue CmpaHel
8803a:

M N011096 ot 14.10.2008

Active Pharmaceutical Ingredient batch and
manufacturing site /

Cepusa u npoussodumerns
hapmayesmuyeckoli cybcmaHyuu:

Dorzolamide / op3onamup

Batch / Cepua: 202105274026
Manufacturing site / NpoussoauTtenn:

F.lS. — Fabbrica Italiana Sintetici S.p.A. /
dUC-Dabbpuka WUrannana Cuntetnum C.n.A.
Via Dovaro, 36045, Lonigo (V1), Italy

Timolol / Timolol

Batch / Cepwua: 002-21TMDB

Manufacturing site / Mpoussogutens:
Fareva La Vallée/

dapeBsa /la Banne

Zone Industrielle de Blavozy, 928 avenue Lavoisier, 43700 Saint-Germain-
Laprade, France

Name and address of bulk manufacturing
site /

Ha3zeaHue u adpec npuzeodcmea 2omosoli
nexkapcmeeHHol hopmbl:

Santen Pharmaceutical Co., Ltd. Noto Plant, Japan /
CaHTaH dpapmacbtotukan Ko. /ita. 3asog Hoto, AnoHua
2-14, Shikinami, Hodatsushimizu-cho, Hakui-gun, Ishikawa, 929-1494, Japan

Name and address of packaging site /
Ha3zeaHue u adpec nnowadku, omeevaroujels
30 YrIAaKOBKY:

Primary Packaging site / NnowaaKa nepsu4HON YNaKoBKU:

Santen Pharmaceutical Co., Ltd. Noto Plant, Japan /

CaHT3H dapmacstotukan Ko. NTa. 3asog Hoto, AnoHus

2-14, Shikinami, Hodatsushimizu-cho, Hakui-gun, Ishikawa, 929-1494, Japan
Secondary Packaging site/ MnouaaKa BTOPMYHOI YNaKoOBKM:
Manufacturing Packaging Farmaca (MPF) B.V., The Netherlands /
MaHydakuypunr NMexkmmkud Gapmaka (MN®) b.B., Hnaepnanap

Neptunus 12, Heerenveen, 8448 CN, The Netherlands

Name and address of release site /
HazeaHue u adpec npouzgodumens
(Buinyckarowuli KOHMPoab Kayecmea):

Santen Oy, Finland / AO CaHTaH, PuHAAHANA
Kelloportinkatu 1, 33100, Tampere, Finland

Stability period / Cpok 200HOCMU:

2 years. After bottle opening - 28 days /
2 roga. Wcnonb3osaTb B TeueHue 28 AHell nocae BCKPbITUA GAaKoHa.

Storage conditions / Yerosusa xpaHeHus:

Keep at the temperature not higher than 25°C, protected from light. /
XpaHWTb Npv TemnepaType He Bbllwe 25°C B 3aWMWEHHOM OT CBeTa MecTe.

Label code / Kopg, 3TMKeTKM

P11816

Carton code / Kog nayku KapTOHHOM

P101100011866

Leaflet code / Kog UM

P090800011815

Test/ Mokasatenb | Requirements/ Hopmbl Results/ Pe3yabtarthbl

Packaging / 5 mL into LDPE dimple plastic bottle with LLDPE 5 mL into LDPE dimple plastic bottle with LLDPE

Ynakoeka: dropper tip and PP cap. 1 bottle with the leafletin | dropper tip and PP cap. 1 bottle with the leaflet is
the carton pack. / in the carton pack. /
Mo 5 ma Bo dpnakon MIHM naacTUKOBbIV € Mo 5 mn Bo dpnarkoH MIHM nnacTUKOBLIN C
yray6nenuamm c gosatopom SIN2HM u yrnyénenuamu c gosatopom JINM3HM u
NoAMNPONUAEHOBLIM Konnadykom. 1 ¢paakoH ¢ NoAUNPONMAEHOBLIM KoNnadykom. 1 ¢nakoH ¢
MHCTPYKUMEN NO NPUMEHEHWIO B KAPTOHHOM MHCTPYKLMEN NO NPUMEHEHMWIO HaX0aNTCA B
nauke. KapTOHHOM NauKe.

Labelling / The following information is indicated on the The following information is present on the

Mapkuposka: primary pack (label of the bottle) in the Russian primary pack (label of the bottle) in the Russian
language: trade name of the product with the ® language: trade name of the product with the ®
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Cosopt 20 mg/ml + 5 mg/ml Batch 1CE01232 (reference to Certificate of Analysis dated 4.1.2023)

Kocont® 20 mr/mn + 5 mr/mn Cepus 1CE01232 (ccbinka Ha cepTudUKaT aHaausa ot 4.1.2023)

sign, generic name, pharmaceutical form,
strength, product volume in the bottle in ml,
warning “Sterile”, registration certificate holder
logotype (graphical symbol and Romanized
abbreviation), batch number, expiry date, line of
first opening control, product codes.

The following information is indicated on the
secondary pack (carton) in the Russian language:
trade name of the product with the ® sign, generic
name, strength, pharmaceutical form, product
volume in the bottle in ml, name and content of
the active ingredients in 1 ml of the product, list of
excipients, quantity of bottles in the pack,
warnings: “Read the enclosed leaflet before using
the product.”, “Only for topical use.”, “Sterile”
“Keep out of the reach of children.”, “Use within
28 days after opening of the bottle”, registration
certificate holder logotype (graphical symbol and
Romanized abbreviation), name and country of
the registration certificate holder, name and
country of manufacturer, additional name and
country of release site (if manufacturer is
Laboratoire Merck Sharp & Dohme-Chibret),
storage conditions, prescription status, batch
number, manufacturing date, expiry date,
registration certificate number, bar code, product
cades.

Additionally, identification means (SI) may be
present to monitor the movement of drugs. All
packaging components may have factory process
codes and manufacturing technical details.
Location, text size, color of Sl, graphic symbols,
technological codes and production details may
vary depending on the technological features of
production. Color shades of packaging layouts may
differ from those of commercial packaging as they
depend on printer specifications. /

Ha nepsuyHoi1 ynakoske (3TvKeTKa daakoHa) Ha

sign, generic name, pharmaceutical form,
strength, product volume in the bottle in mi,
warning “Sterile”, registration certificate holder
logotype (graphical symbol and Romanized
abbreviation), batch number, expiry date, line of
first opening control, product codes.

The following information is present on the
secondary pack (carton) in the Russian language:
trade name of the product with the ® sign, generic
name, strength, pharmaceutical form, product
volume in the bottle in ml, name and content of
the active ingredients in 1 ml of the product, list of
excipients, quantity of bottles in the pack,
warnings: “Read the enclosed leaflet before using
the product.”, “Only for topical use.”, “Sterile”
“Keep out of the reach of children.”, “Use within
28 days after opening of the bottle”, registration
certificate holder logotype (graphical symbol and
Romanized abbreviation), name and country of
the registration certificate holder, name and
country of manufacturer, storage conditions,
prescription status, batch number, manufacturing
date, expiry date, registration certificate number,
bar code, product codes.

Additionally, identification means (S1) are present
to monitor the movement of drugs. All packaging
components have factory process codes and
manufacturing technical details. /

Ha nepBur4HOIA ynakoeke (3TuKeTKa dnakoHa) Ha

DPYCCKOM A3blKe YKa3blBalOT: TOProsoe
HaumeHOBaHWe npenapaTa ¢ NpeaynpeauTebHoM
MapKMpoBKOW @, rpynnupoBo4Hoe
HauMeHoBaHWe, 1eKapCTBEHHYIO Gpopmy,
[03UPOBKY, 06bEM NpenapaTta Bo ¢iakoHe B MA,
Haanucb «CTepunbHO», NOroTun Baagenoua PY
(rpaduueckuit cumeon u abbpesuatypa Ha
NaTMHULE), HOMEP CEPUM, AaTy OKOHYaHUA CPOKa
rOAHOCTU, KOHTPOJ/Ib MEPBOrO BCKPbITUA,
TEXHONOTnYeckue Kog(bl).

Ha BTOpW4HOW ynakoBKe (KapTOHHOW Mauyke) Ha

PYCCKOM A3bIKe YKa3aHo: TOProBoe HaumeHoBaHue
npenapara ¢ npeaynpeanTenbHON MapKUPOBKOWA
®, rpynnMpoBOYHOE HauMeHOoBaHue,
NeKapcTBeHHaa popma, AO3MPOBKa, 06bem
npenaparta Bo ¢G/iakoHe B M/, HaANUCb
«CTepunbHo», norotun sBnagensua Py
(rpadmuecknii cumeon n abbpesuatypa Ha
NaTUHULE), HOMepP Cepuu, AaTy OKOHYAHUA CPOKa
rofiHOCTU, KOHTPOJIb MEPBOrO BCKPbITHA,
TEXHONOrMYeckue Koa(bl).

Ha BTOpWYHOM ynakoeKe (KapTOHHOW nayke) Ha

PYCCKOM A3blKe YKa3blBalOT: TOProsoe
HaumeHoBaHWe npenapara ¢ NpeaynpeauTe/ibHoM
MapKMpoBKON ®, rpynnnpoBoyHoe
HauMeHOBaHMWE, AO3UPOBKY, 1EKAPCTBEHHYIO
dopmy, ob6bem npenapara 8o paakoHe B M,
HaUMEHOBaHWEe U coAepKaHue aeNCTBYIOWNX

PYCCKOM A3blKe YKa3aHo: TOproBoe HaumeHoBaHue
npenaparta ¢ npeaynpeante/ibHoi MapKUpOBKOi
®, rpynnupoBOYHOE HaMMEHOBaHNe, A03MPOBKa,
NeKapcTBeHHasa popma, o6bem npenapara Bo
bnakoHe B M1, HAUMEHOBAHUE W COAEPMKaHNE
AeicTeylowmnx BewecTs B 1 ma npenapara,
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Cosopt 20 mg/ml + 5 mg/ml Batch 1CE01232 (reference to Certificate of Analysis dated 4.1.2023)

Kocont® 20 mr/mn + 5 mr/mn Cepua 1CE01232 (ccbisika Ha cepTuduKaT aHanusa ot 4.1.2023)

sewecTs B 1 mn npenaparta, nepeyeHb
BCNOMOraTe/IbHbIX BELeCcTs, KO/M4ecTBO
dnakoHOB B ynakoske, Hagnuck: «lepeg
NPUMEHEHNEM 03HaKOMbTECh C Npunaraemoii
MHCTPYKUMei.», «TONbKO A8 MECTHOTO
npumeHeHua.», «CTepuibHO», «XpaHuTb B
HeAOCTYNHOM /17 AeTeil mecTe.», «Mcnonb3osathb
B TeueHue 28 aHell nocne BCKPbITUA GNaKoHay,
norotun Bnagensua PY (rpapuueckuit cumeon u
ab6pesuatypa Ha NaTMHULE), HAUMEHOBaHUE U
CTpaHy BAagenbla perucTpauuoHHoro

yAOCTOBE PEHMA, HAUMEHOBAHUE U CTPaHy
npoussoguTens, AONONHWUTEIbHO HaUMEHOBaHUe
M CTPaHy NpeanpuaTUA, ocyulecTesoWero
BbINYCKaIOWMIA KOHTPO/Ib KauecTsa (B Caydae
npoussoguTens flabopatopun Mepk Lapn u
Hoym LWnBpe), ycnosua xpaHeHUs, ycnosua
oTNyCKa npenaparta, HOMep cepuu, Aaty
M3roToBNeHNA/NPOM3BOACTBA, AATY OKOHYaHUA
CPOKa rogHoCTH, HOMEp PErncTPaLMOHHOIO
YA0CTOBEPEHMA, WITPUX-KOA, TEXHONOTN4eCKue
Koa(ol).

[onoHUTENBHO MOTYT MPUCYTCTBOBATL CPEACTBA
naentuduraummn (CU) gna MOHUTOPUHra
JIBUKEHUA NeKapcTBEHHbIX npenapatos. Ha Bcex
KOMMNOHEHTaX YNaKoBKM MOTyT NPUCYTCTBOBATb
3aBOJICKME TEXHONOTUYECKUE KOabl U
NpPOU3BOACTBEHHbIE TEXHUYECKME AeTanu. MecTo
pacnonoxeHus, pasmep Tekcta, uset CH,
rpaduyeckux CMMBOJIOB, TEXHOIOTUYECKNX KOJO0B
¥ NPOMU3BOACTBEHHBIX AeTanei MOXKET MEHATLCA B
3aBUCMMOCTM OT TEXHONOTMUYECKUX 0COBeHHOCTE
npoussoAcTBa. LipeToBble OTTEHKM MakeToB
yNaKoBOK MOTYT OTAUYATLCA OT TAKOBbIX Ha
KOMME pUeCKoW ynaKoBKe, TaKk Kak 3aBUCAT OT
TeXHUYECKMUX XapaKTepuUCTUK NpPUHTEPOB.

nepeyeHb BCMOMOraTe/ibHbIX BELWeCTB,
KOAMYeCTBO GpNAKOHOB B YNaKOBKe, HaaMucu:
«Mepen NpUMeHEHNEM 03HaKOMbTECH C
npunaraemoi MHCTPyKumei.», «TonbKo ans
MEeCTHOro NpUMeHeHUA.», «CTepunbHO»,
«XpaHWTb B HEAOCTYMHOM A/1A AeTei mecTe.»,
«Mcnonb3oBsaTh B TeueHue 28 aHeit nocne
BCKpbITUA dnakoHa», norotun Bnagennua Py
(rpaduueckuii cumson u abbpesuatypa Ha
NaTMHULE), HAaMMEHOBaHWe M CTpaHa Bnagenbua
PerucTPaLMoHHOro yA0CTOBEPeHUA,
Ha¥MeHOBaHWe U CTpaHy NnpoussoAnTeNs,
YCNOBWA XpaHeHWs, YC/I0BUA OTNYCKa Npenapara,
HOMep cepwu, AaTy U3TOTOBNEHWA/NPOU3BOACTEA,
[aTy OKOHYaHMA CpPOKa roAHOCTH, HoMep
permcTPaLmMoHHOrO Y40CTOBEPEHMS, WTPUX-KOA,
TexHonormyeckue Kog(bl).

JonosIHUTENbHO NPUCYTCTBOBYIOT CpeacTsa
naeHtTMduraumm (CU) ana MOHMTOPUHT
[BUKEHUA NeKapCTBeHHbIX Npenapatos. Ha Bcex
KOMTMOHEHTaX yrNaKoBKM MPUCYTCTBYIOT 38BOACKME
TeXHOJI0rMUYeCKMe Koabl U NPOU3BOACTBEHHbIE
TEXHUYECKUNE JeTanu.

Quality of the product is compliant with normative documentation M N011096-270421 with changes Ne 1/

KauecTeo npenapara COOTBETCTBYeT Tpe6oBaHMAM HopMmaTuBHOM aokymeHTauuu N N011096-270421 ¢ usm. Ne 1l

Date/[ata 4.1.2023

Signature/Moanuce: \ ~ A Seal/Meyatb

Soile Hakala
Qualified person
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