$anten

Product/ [Tpoayxt

Product code/ Kon npenapara

Batch no./ Ne cepnu

Date of manufacturing/ Jlata

npou3BOACTBA

Date of analysis/ Jlata aHanusa
Date of expiry/ Jlata ucTeueHHns

CpOKa roaqHOCTH

Test/ Anaau3s

Sterility /
CrepUnbHOCTh
Appearance /
Onucanue

Clarity / I1po3pauHoCTh

Colour / LIBeTHOCTB

Mechanical impurities /
MexaHnudeckue
BKJIIOUCHHSA
Identification /
UV-spectrophotometry
/ Levofloxacin /
TMoaauHHOCTD /

Y-
CrieKTpodoTOMETPHS /
JleBodutokcauun
Identification / HPLC /
Levofloxacin/
MognuHHocTh/ BOXX
/ JleBodhrokcaiH

Identification / HPLC /
Benzalkonium chloride
/ TloanuHHOCTD /
B2XX / BeHzankoHus
XJIOpUI

Postal address/ [TouToBslii anpec

Santen Oy/ Canrsn AO

PO BOX 33/ [Mourosslii Awmk 33

CERTIFICATE OF ANALYSIS/
CEPTU®UKAT AHAJIU3A

OFTAQUIX 5 MG/ML EYE DROPS 5 ML/

O®TAKBHUKC 5 MI'/MJI KAILJIN I'JIAZHBIE 5 MJI

30818
1850431
01/2022

01/2022
01/2025

Requirements/ Tpe6oBaHus

Solution must be sterile /

PacTtBOp f0MKeH ObITh CTEPUIILHBIM

Light yellow or light greenish-yellow solution /
CBETNO-XKENTHIN WIH CBETIIO 3€/ICHOBATO-KEIITEIH
pacTBOp

Product must be clear or stand comparison with
reference 1/

[Mpenapar nomkeH ObITh IPO3PAUYHBIM HIIH
BbIAEP)KHBATH CPABHEHHUE C 3TANOHOM |

Product must stand comparison with reference GY3
/

TpenapaT f1oMKeH BbIAEPKMBATH CPABHEHHE C
stanoHom GY3

Complies with the requirements /

B cooTBeTCTBUY C TpeOOBaHUIAMH

UV absorption spectrum of test solution must
correspond to UV-spectrum of levofloxacin
standard solution /

Y®-criekTp NOrnoLieH!s UCTIBITYEMOrO pacTBOpa
JOIDKEH COOTBETCTBOBATh Y D-CIIEKTPY
CTaHIAPTHOTO PacTBOpa JeBoIOKCaLMHA

Retention time of the main peak on the
chromatogram of test solution must correspond to
the main peak on the chromatogram of levofloxacin
standard solution /

BpeMs yaep)KUBaHUS! OCHOBHOIO MKKa Ha
XpOMaTorpamMMe MCIBITYEMOro PacTBOpa AOJDKHO
COOTBETCTBOBATH BPEMEHHU yAEPKUBAHHUSA
OCHOBHOTO TTHKa Ha XpOMaTtorpaMMe CTaHAApTHOTO
pacTBopa JieBodoKkcauuHa

Retention time of two main peaks on the
chromatogram of test solution must correspond to
two main peaks on the chromatogram of
benzalkonium chloride standard sample /

Bpems yaepkuBaHUsI IBYX OCHOBHBIX [TMKOB Ha
XpOMAaTOrpaMmMe HCIbITYEMOr0 pacTBOPa JOJIKHBI
COOTBETCTBOBATh BPEMEHAM YIAEPHKUBAHHA ABYX
OCHOBHBIX [THKOB Ha XpOMAaTOrpamme

CTaHAApPTHOTO 06pa3lia OEH3aNKOHHUS XJIOPH/A
Telephone/ Tenedon
+358 3284 8111

FIN-33100 TAMPERE/ FIN-33100 TAMIIEPE

FINLAND/ GUHJIAHU S

Results/
Pe3ynbTaThl
Sterile /
CrepunbHbif
Complies /
CoOTBETCTBYET

Complies /
CoOOTBETCTBYET

Complies /
CooTBeTcTBYET

Complies /
CooTBeTCTBYET

Complies /
CooTBEeTCTBYET

Complies /
CoOoTBETCTBYET

Complies /
Co0TBETCTBYET
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Units/ Ea.
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Product/ ITpoaykt
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CEPTUO®UKAT AHAJIM3A

OFTAQUIX 5§ MG/ML EYE DROPS 5 ML/
O®PTAKBUKC 5 MI'/MJI KAILJIA T'VIA3ZHBIE 5 MJI

Product code/ Koa npenapara 30818

Batch no./ Ne cepun

1850431

Date of manufacturing/ Jlata 01/2022

NpOU3BOACTBA

Date of analysis/ [lata aHanu3a 01/2022
Date of expiry/ Jlata ucteueHns 01/2025

CpOKa rOAHOCTH

Test /Anajaun3

Assay / HPLC/
Levofloxacin /
KonudyecTBeHHOE
onpenenenue / BOXX
/ JleBodmokcanH
Assay/ HPLC /D-
Ofloxacin/
KonnuecTBeHHOE
onpeaenenne / BOXKX
/ D-o¢nokcauuH
Assay/ HPLC /
Benzalkonium chloride
/ KomguecTBeHHOE
onpexaerenune / BOXX
/ BeH3aIKOHNA XJIOPUA,
pH

Dispensable volume /
HomunaibHblit 00beM

Osmolality/
OCMOJIANBHOCTD
Related substances /
HPLC / Levofloxacin /
Total impurities /
PonctBeHHbie
coearHenus / BOXX /
JleBodnokcarmt /
CyMMa npumecei
Related substances /
HPLC / Levofloxacin /
Desfluoro-
levofloxacin/
PoacTeeHHbIe
coeauHeHus / BOXX /
Jlesodnokcauu /
Hesdropo-
JeBO(IOKCALNH

Postal address/ [TouTtoBbi# aapec

Santen Oy/ Canmn AO

PO BOX 33/ IMoutossiii sk 33

Requirements/ TpeGoBanus Results/ Units/Ea.
PesyabTaTsl
4,75-5,50 5,00 mg/ml/
Mr/M

0,0425 - 0,055 0,049 mg/ml/
MIr/Mi

6,0-7,0 6,5
> 100 107
%

270 - 340 300 mOsm/kg /

MOCMOB/KT
<1,2 ND/HO %

<0,2 . ND/ HO %

Telephone/ Tenedon
+358 3284 8111

FIN-33100 TAMPERE/ FIN-33100 TAMIIEPE

FINLAND/ ®UHJIIAHIUA
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anten CEPTU®UKAT AHAJIM3A

Product/ [Tpoaykr OFTAQUIX 5§ MG/ML EYE DROPS 5 ML/
' O®TAKBUKC 5 MI'/MJI KAIIJIU I'/TA3HBIE 5 MJI

Product code/ Kon npenapara 30818
Batch no./ Ne cepuu 1850431
Date of manufacturing/ Jlata 01/2022
NpPOU3BOACTBA

Date of analysis/ JlaTa aHanu3a 01/2022
Date of expiry/ /laTa ucteuenus 01/2025
CpoKa roHOCTH

Related substances / <0,2 ND/HO %
HPLC / Levofloxacin /

Desmethyl-

levofloxacin/

PoncTBeHHbIE

coenuHenus / BOXKX /

JleBodaokcauuH /

Hesmerui-

neBo(dIokcaluH

Related substances / <0,2 ND/HO %
HPLC / Levofloxacin /

Levofloxacin-diamine/

PonacTBeHHbIE

coenrHeHust / BOXKX /

JleBonokcauunH /

JleBodokcaluH-

JIMaMUH

Related substances / <1,0 ND/HO %
HPLC / Levofloxacin /

Levofloxacin N-oxide/

PoncTeeHHbIE

coenuHeHus / BOXXX /

JleBo(okcauuH /

JleBodnokcauut N-

OKCHJI

Related <0,1 ND/HO %
substances/HPLC/Levo

floxacin/Other single

related substances/

PoncTBeHHbIE

coenuHeHust/BOKX/

JleBodnokcauun/Ipyr

1€ MHAUBUIYaAJIbHbIE

POJICTBEHHbIE MPUMECH

BLOQ/HIIKO = Below Limit of Quantitation/ Hyke npenena KoJIN4eCTBEHHOTO ONpEEIeHUs!

ND/HO = Not Detected/ He o6HapyxeHO

RRT/OBY = Relative Retention Time/ OTHOCHTENbHOE BpEMS YAEPIKUBAHUSA

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 an influence on the product quality were noted.

Postal address/ [TouToBbiii anpec Telephone/ Tenedon
Santen Oy/ Canmn AO +358 3284 8111

PO BOX 33/ IloutoBblii simuk 33

FIN-33100 TAMPERE/ FIN-33100 TAMIIEPE

FINLAND/ ®UHJISIHAUA
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anten CEPTU®UKAT AHAJIU3A

Product/ ITpomykt OFTAQUIX 5 MG/ML EYE DROPS 5 ML/
OPTAKBUKC 5 MI'/MJI KAIIJIA T'JIA3HBIE 5 MJI

Product code/ Kon npenapara 30818
Batch no./ Ne cepuun 1850431
Date of manufacturing/ Jlata 01/2022
MPOU3BOJCTBA

Date of analysis/ /lata ananu3za 01/2022
Date of expiry/ Jlata ucteueHus 01/2025

CpOKa rOAHOCTH

HacTosLmM noATBEp KIaK0, YTO BblllieyKa3aHHas cepys Obljla NPOU3BEIEHA U MPOLLIIA MPOBEPKY Ka4yecTsa B
COOTBETCTBHH C YTBEPIKAEHHBIMU TEXHOJIOTHYECKMMH PETJIAMEHTaMHU ¥ MHCTPYKLIMSIMHU, @ TAK)Ke METOaMH
KOHTPOJIA kKauecTsa. JIOKyMEHTaLMs Ha JaHHYIO CEPHIO TIpenapara U OTYEThl O POBEICHHBIX aHATH3aX MPOBEPEHBI.
[ToATBEpX.AEHO MX MOJHOE COOTBETCTBHE ACHCTBYIOUMM TpeboBaHnaM Hauiexalueii npou3BOACTBEHHOH NPaKTHKH
W yCIIOBUAM PerncTpalMoHHOrO y10CTOBEPEHHS, BbiIaHHOTO COOTBETCTBYHOIMM KOHTpOsIbHBIM OpraHoM. Kakmx-
160 OTKJIOHEHHH WIN ABJIEHHIA, KOTOPbIE MOTYT TIOBJHMATH HA KAUECTBO Mpenapara, He 00HapYKEHO.

Santen Oy, Tampere/ Cantan AO, Tamnepe
16 Jun 2022/ 16 Uon2022 r.

? ~ A

( " AV L ~u
Tarja Tuovinen
Qualified Person, QA Pharmacist (B.Sc.)/

Tapbs TyoBueH, papMaleBT, CIIELUATHCT 110
KOHTPOJIIO KauecTsa (6akajaBp eCTECTBEHHBIX HayK)

Postal address/ [ToutoBbiii anpec Telephone/ Tenepon
Santen Oy/ CanmH AO +358 3284 8111

PO BOX 33/ I[TouToBbiii stk 33

FIN-33100 TAMPERE/ FIN-33100 TAMIIEPE

FINLAND/ ®UHJIAH 1WA



OFTAQUIX Batch 1850431 (reference to Certificate of Analysis dated 16.06.2022)

Odraksukc Cepua 1850431 (ccbinka Ha cepTUdMKaT aHanusa ot 16.06.2022)

Importing country/ CrpaHa BBO3a:

Russia / Poccun

Marketing Authorisation of importing country /

PezucmpayuoHHoe ydocmosepeHue CmpaHsl 66034:

ICP-001101/08 o1 27.02.2008

Active Pharmaceutical ingredient batch and
manufacturing site /

Cepus u npouszsodumens apmayesmuyeckoil
cybcmanyuu:

Levofloxacin / NesognokcaumH

Batch / Cepua: ABB4143

Manufacturing site / NpoussoanTenn:

Alfresa Fine Chemical Corporation / Aadpeca PaiiH Kemukan
KopnopeiwH

1-10-1 Mukaihama, 010-1601 Akita, Japan

Name and address of bulk manufacturing site /
Ha3searue u adpec npusgodcmaa 20moeoli
nexkapcmeeHHol (popmbi:

NextPharma Oy, Finland / AO Hekctdapma, PuHnanaua
Niittyhaankatu 20, 33720, Tampere, Finland

Name and address of packaging site /
HassaHue u adpec nnoujadku, omeevaiowell 3a
YIGKOBKY:

Primary Packaging site / Nnowaaka nepeuYHON YNaKoBKM:

NextPharma Oy, Finland / AO Hekct®apma, PUHAAHAMA
Niittyhaankatu 20, 33720, Tampere, Finland

Secondary Packaging site / MnowafKa BTOPUHHONR YNaKOBKK:

[___| NextPharma Oy, Finland / AO Hekct®apma, duHaaHaua
Niittyhaankatu 20, 33720, Tampere, Finland

[X] Manufacturing Packaging Farmaca (MPF) B.V., the Netherlands
/ Manydakuypunr Nekngxu ®apmaka (MN®) b.B., HuaepaaHab
Neptunus 12, 8448 CN Heerenveen, the Netherlands

Name and address of release site /
HassaHue u adpec npoussodumens (Boinyckaioujuii
KOHMPOb Kayecmaa):

Santen Oy, Finland / AO CaHT3H, ®UHARHANA
Kelloportinkatu 1, 33100, Tampere, Finland

Presentation form /
dopma Bbinycka

Eye drops, 0.5 % (dropper bottle) 5 ml x 1 {carton pack) /
Kanaw rnasuele, 0.5 % (dnakon-kanensHuua) S ma x 1 (nadka
KapTOHHan)

Stability period / Cpok 200HoCmU:

3 years. Use within 28 days after opening /
3 ropa. Ncnonb3osaTs B TedeHue 28 AHeu nocne OTKPbLITUA

Storage conditions / Ycrosus xpaHeHus:

At the temperature not higher than 25°C/
Mpwu Temnepatype He Bbiwe 25°C

Label code / Koa aTuKeTKM P110600011803

Carton code / Koa naykn KapTOHHOW P101100011802

Leaflet code / Koa UMM P090800013473

Test/ Noka3aTtenso Requirements/ Hopmbi Results/ PeayabTatsl

Packaging / 5 ml in a low-density polyethylene bottle with a 5 ml! in a low-density polyethylene bottle with a

Ynakoska: dropper-tip and screw cap. A transparent tamper dropper-tip and screw cap. A transparent tamper
evident shrink band. The bottle with the leaflet is evident shrink band. The bottle with the leaflet is
in the carton pack. / in the carton pack. /
Mo 5 mn pacTsopa Bo $pnakoHe U3 NOAN3TUNEH] Mo 5 mn pacteopa Bo GNaKkoHe U3 N0M3TUNEHA
HU3KOW NNOTHOCTM C HAKOHEYHUKOM-KanenbHULei | HU3KOM NNOTHOCTU C HaKOHEeYHMKOM-KanenbHuuen
M 3aBMHUMBAIOLLLEACA KPbIWKON. Mpo3paunoe W 3aBUHYMBAIOLLENCA KPbIWKONW. Npo3payHoe
NAEHOYHOE KONbLO ANA KOHTPOAA NepBoro NNAEHOYHOE KONbLO ANA KOHTPO/A NepBOro
BCKPbITUA PpAakoHa. PNAKOH C UHCTPYKLMEN NOo BCKPLITUA PpnakoHa. PNAKOH C MHCTPYKLMEN No
NPUMEHEHMIO MOMELLAIOT B KAPTOHHYIO NaYKYy. NPUMEHEHMIO MOMELLEHbI B KAPTOHHYIO NaYky.

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: the brand name of the medicinal language: the brand name of the medicinal

Page/CtpaHuua
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OFTAQUIX Batch 1850431 (reference to Certificate of Analysis dated 16.06.2022)

OdraxBukc Cepua 1850431 (ccbinka Ha cepTudmkar aHanu3a ot 16.06.2022)

product with R, international non-proprietary
name, dosage form, quantity of the medicinal
product in ml, strength, batch number, expiry
date, warning: “Sterile.”, “Use within 28 days after
opening of the bottle”, storage conditions,
company logotype in Latin letters “Santen”, name
and country of the registration certificate holder,
code(s).

The following information is indicated on the
secondary pack {carton) in the Russian language:
the brand name of the medicinal product with R,
dosage form, international non-proprietary name,
quantity of the medicinal product in ml, quantity
of the bottles in the secondary pack, strength,
warnings: “Sterile.”, “Prescription.”, “Topically into
the eye”, “Read the enclosed leaflet before use”,
“Keep out of reach of children”, “Use within 28
days after opening of the bottle”, storage
conditions, name and content of the active
substance and benzalkonium chloride, list of
excipients in 1 m| of the medicinal product, batch
number, expiry date (as “TogeH 0o:"),
manufacturing date (as “Npounssesexo:”),
company logotype in Latin letters “Santen”, name
and country of the registration certificate holder,
which is also the company that releases the
product, name of the company-licenser (as “with a
license of Daichi Sankyo Co., Ltd, Japan”),
registration certificate number, bar-code, code(s).
Additionally, there may be identification means
(1S) for monitoring the movement of drugs. On all
components of the package can be factory
production technology codes and technical details.
The location and color of the IS, process codes and
production parts may vary depending on the
technological features of the production. Color
shades of packaging layouts may differ from those
on commercial packaging, as they depend on the
technical characteristics of the printers. /

Ha sTukeTke ¢pnaKoOHa Ha PYCCKOM A3biKe
YKa3biBaloT: TOProsoe HaMMeHOBaHWe npenapaTa ¢
npeaynpeauTenbHONW MapKUPOBKOM ®,
MeXAyHapoAHOe HenaTeHTOBaHHoe
HaUMEHOBaHWe, NeKapcTeeHHan Gopma,
KOJIMYECTBO Npenapara 8 M/, A03MPOBKa, HoMep
cepuu, aTa OKOHYaHUA CPOKa roaHOCTH,
npeaynpeautenbHan Haanucb: «CTepuabHO»,
«Mcnonb3osaTtb B TeueHne 28 aHeil noche
BCKPbITMA GNaKOHA.», YCAOBUA XPaHEHUA, NOTOTUN
KOMNaHUKM NAaTUHCKUMUK BykBamm «Santeny,
HaumeHOBaHWe U CTpaHy BAaAeNbLa
perucTpaunoHHoro yaocToBepenus, uudposble

product with R, international non-proprietary
name, dosage form, quantity of the medicinal
product in ml, strength, batch number, expiry
date, warning: “Sterile.”, “Use within 28 days after
opening of the bottle”, storage conditions,
company logotype in Latin letters “Santen”, name
and country of the registration certificate holder,
code(s).

The following information is present on the
secondary pack (carton) in the Russian language:
the brand name of the medicinal product with R,
dosage form, international non-proprietary name,
guantity of the medicinal product in ml, quantity
of the bottles in the secondary pack, strength,
warnings: “Sterile.”, “Prescription.”, “Topically into
the eye”, “Read the enclosed leaflet before use”,
“Keep out of reach of children”, “Use within 28
days after opening of the bottle”, storage
conditions, name and content of the active
substance and benzalkonium chloride, list of
excipients in 1 ml of the medicinal product, batch
number, expiry date (as “loaeH go:”),
manufacturing date (as “lNpoussenero:”),
company logotype in Latin letters “Santen”, name
and country of the registration certificate holder,
which is also the company that releases the
product, name of the company-licenser (as “with a
license of Daichi Sankyo Co., Ltd, Japan”),
registration certificate number, bar-code, code(s).
Additionally, there are identification means (IS) for
monitoring the movement of drugs. On all
components of the package are factory production
technology codes and technical details. /

Ha aTukeTke dpnakoHa HA PYCCKOM A3bIKe YKA3aHO:
TOprosoe HaumeHoBaHWe npenapara ¢
npeaynpeauTenbHOW MapKUpPOBKo# ®,
meayHapoaHoe HenaTeHToBaHHOe
HanmeHoBaHue, nekapcTeeHHan dopma,
KonnuecTso npenapara 8 MA, fO3MPOBKA, HOMep
CepUK, AaTa OKOHYAHWUA CPOKA FOAHOCTH,
npeaynpeantenbHan Haanuco: «CTepunbHO»,
«Mcnonb3oBaTk B TeueHue 28 aHel nocne
BCKPbITUA HNAKOHA.», YCIOBUA XpaHEHWUA, NOroTUN
KOMNaHWM natuHckumn Byksamum «Santen»,
HauMeHOBaHMWe U CTpaHy BAaaenbua
PErMCTPaLMOHHOro YAOCTOBEPEHUR, LMdPOoBbLIe

Page/CrpaHuua
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OFTAQUIX Batch 1850431 (reference to Certificate of Analysis dated 16.06.2022)

Od¢raksukc Cepua 1850431 (ccbinka Ha cepTudMKaT aHanusa or 16.06.2022)

n/wnu rpaduryeckme BHyTPM3aBoACKOM (-ue)
TexHuueckui ( e) Kog, (-bl) npenapaTa/ynakoBKu.

Ha KapTOHHOW Mayke Ha PYCCKOM A3blKe
YKas3blBalOT: TOProBoe HaMMeHoBaHWe npenapata ¢
npeaynpeavTebHON MapKUPOBKOWA ©,
NeKkapcTBeHHan Gopma, mexayHapoaHoe
HenaTeHTOBaHHOE HaMMeHOBaHWe, KO/IMYecTBO
npenaparta B M/, KOAUYeCTBO GaKOHOB BO
BTOPWYHOM YNaKOBKe, 03UPOBKaA,
npeaynpeauTensHble Haanucu: «CTepuabHo.»,
«MMo peuenTy.», «MecTHO B rnas.», «lepes
npUMeHeHMeM 03HaKOMbTECh C NpuUaaraemoi
MHCTPYKLMEN.», «XpaHWUTb B HEAOCTYMHOM ANA
netent mecte.», «Mcnonb3oBaTb B Te4eHUE 28
[Hel nocae BCKpbITUA paakoHa.», yCN0BUA
XpaHEHWUA, HAMMEHOBaHWE U COAEPKaHNe
[eNcTBYIOLWEero BellecTsa U 6eH3asKkoHnA
xnopuAaa, nepeyeHb BCNoMmoraTenbHbIX
KOMMOHEHTOB B 1 MA Npenaparta, HOMep cepuu,
[aTa OKOHYaHWA CpoKa roAHOCTH, AaTa
M3roTOB/NIEHUSA, IOrOTUN KOMNAHUMU NaTUHCKUMU
6ykBamu «Santen», HAaMMeHOBaHWE U CTpaHy
BAajeNbla PerucTpaLMoHHOro ya0CTOBEPEHUA,
ABNAIOLLErOCA OpraHM3aLmeit, ocyLLecTBAAKLWEN
BbINYCKaMOLWMIA KOHTPO/Ib Ka4ecTBa,
HaMmeHOBaHMe GUPMbI, MO JIMLLEH3UN KOTOPOMK,
npousseseH npenapart (B opmarte «no AnLeH3nn
dupmbl Aaitum CaHkuo Ko. /ITa. AnoHua»), Homep
PerncTpaLmMoHHOro yA0CTOBEPEHUSA, LUTPUX-KOA,
UMdpoBbIe U/MNK rpaduyeckme BHYTPU3aBOACKON
(-ne) TexHuueckmi ( e) koa (-bi)
npenapara/ynakoBKw.

[lONoNHUTENIbHO MOTYT NPUCYTCTBOBATL CPEACTBA
naeHtndmraumm (CU) ona MOHUTOPUHTA
[BVYKEHWA NIeKapCTBEHHbIX Npenapatos. Ha Bcex
KOMMOHEeHTaxX ynakoBKW MOTYT NPUCYTCTBOBaTb
3aBO/ICKME TEXHONOTUYECKME KOAbI U
NPOM3BOACTBEHHbIE TEXHUYECKME AeTann. MecTo
pacnonoeHus u upet CU, TEXHONOTUYECKUX
KOZ0B U NPOM3BOACTBEHHDIX AeTanen MoxeT
MEHATBLCA B 3aBMCUMOCTMU OT TEXHO/IOTMYECKMX
ocobeHHOCTeN NPon3BoACTBa. LIBETOBbIE OTTEHKM
MaKeToB yNakoOBOK MOTYT OT/IM4aTbCA OT TaKOBbIX
Ha KOMMEpPYEeCKOW YNaKoBKe, TaK KaK 3aBUCAT OT
TEXHUYECKMX XapaKTePUCTUK NMPUHTEPOB.

n/mnn rpadpuryeckune BHyTPM3aBOACKOM (-ne)
TexHUueckui ( e) kopa, (-bl) npenapaTa/ynakoBKu.

Ha KapTOHHOM Nayke Ha PYCCKOM A3blKe YKa3aHo:
TOproBoe HaMmeHoBaHWe npenapara ¢
npeaynpeanTenbHOM MapKUpOBKOM ©,
NnekapcTBeHHas Gopma, MexayHapoaHoe
HenaTeHTOBaHHOE HaMMeHOBaHWe, KOINYEeCTBO
npenapara B M/, KONU4eCTBO GpNaKOHOB BO
BTOPUYHOM YNaKoBKe, A03UPOBKa,
npeaynpeauTenbHble Haanucu: «CTepunbHo.»,
«Mo peuenTy.», «MecTHO B rnas.», «lepes
npUMeHeHWeM 03HaKOMbTECh C NPUAaraeMon
WNHCTPYKLMEN.», «XPaHWUTb B HEAOCTYNHOM ANA
netein mecte.», «Mcnonb3oBaTh B TeHEHUE 28
[Hel nocae BCKPbITUA $akoHa.», yCN0BUA
XpaHeHWs, HAaMMeHOBaHWE U coAepiKaHue
JeicTByloWwero selecTsa M 6eH3ankoHua
xnopuaa, nepeyeHb BCNOMOraTe/ibHbIX
KOMMOHEeHTOB B 1 M/l Npenapata, HoMep cepuu,
[aTa OKOHYaHMA CPOKa ro4HOCTK, AaTa
WU3roTOB/NIEHUA, NOrOTUN KOMMAHUKU TATUHCKUMMN
BykBamu «Santen», HaMMeHOBaHWE U CTpaHy
BNafeNbla perncTpaLMoHHOro y40CTOBEPEHNS,
ABNAIOLLLEroca opraHusaumen, ocyLLeCcTBAAOLLEN
BbIMYCKAKOLWNIA KOHTPO/Ib Ka4ecTBa,
HaMMeHOBaHWe GUPMbI, MO NLEH3NN KOTOPOH,
npoussegeH npenapar (8 popmare «no AnLeH3un
dupmbl Jaitum CaHkmo Ko. JiTa. AnoHUA»), Homep
perncTpaLyoHHOro yA0CTOBEPEHNUS, WTPUX-KOA,
undpoBbIe U/MNK rpaduUdecKmue BHYTPU3ABOACKOM
(-ne) TexHuueckuii ( e) koa, (-bl)
npenaparta/ynakoBKu.

[lonoNHUTEeNbHO NPUCYTCTBYIOT CpeacTsa
naerntuduraumm (CU) ana MOHUTOPUHTA
[BUXEHUA NeKapcTBeHHbIX NpenapaTos. Ha Bcex
KOMMNOHEHTaxX YNaKoBKM NPUCYTCTBYIOT 3aBOACKME
TeXHONOrMYecKme Koapl U NPON3BOACTBEHHbIE
TeXHUYecKue aetanu.

L
Quality of the product is compliant with normative documentation J/ICP-001101/08-241117 with changes Ne 1-5/
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Date/[aTa

Signature/Moanuce:

16.06.2022

[Q~ VLo re Seal/Meuatb
Tarja Tuovinen

Qualified Person
Page/CTpaHuua
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