$anten

Product/ ITpoaykr

Product code/ Kon npenapata

Batch no./ Ne cepun

Date of manufacturing/ lata

npou3BOACTBA

Date of analysis/ JlaTa aHanusa
Date of expiry/ Jlara ucreuenus

CpoKa roqfHOCTH

Test/ Ananaus

Sterility /
CrepunbHOCTh
Appearance /
Onucanue

Clarity / IIpo3pa4uHocThb

Colour / LlBeTHOCTB

Mechanical impurities /
MexaHuueckue
BKJTFOUEHUSA
Identification /
UV-spectrophotometry
/ Levofloxacin /
[MoanMHHOCTL /

Y-
cnekTpopoToMeTpus /
Jlesoduiokcauun
Identification / HPLC /
Levofloxacin/
MoanuuHocTs/ BOXKX
/ JleBotnokcauut

Identification / HPLC /
Benzalkonium chloride
/ TIOUTHHHOC T /
BDXX / Ben3zankoHus
xJopun

Postal address/ [TouTtoBslii anpec

Santen Oy/ Canmn AO

PO BOX 33/ INouTtoBsiii suuuk 33

CERTIFICATE OF ANALYSIS/
CEPTU®UKAT AHAJIU3A

Page 1 of 4/ Crpanuua | n3 4

OFTAQUIX 5 MG/ML EYE DROPS 5 ML/
O®TAKBHUKC 5 MI'/MJI KATIJIU I'JIABHBIE 5 MJL

30818
1843931
08/2021

09/2021
08/2024

Requirements/ TpeGoBanus

Solution must be sterile /

PacTBOp 10MKEH ObITh CTEPUIIbHBIM

Light yellow or light greenish-yellow solution /
CBETNO-JKENTbI WU CBETJIO 3€JI6HOBATO-XKEJIThIH
pacTBop

Product must be clear or stand comparison with
reference 1/

[Ipenapart fosKeH ObITh MPO3PAUYHLIM WK
BbIIEP)KMBATH CPABHEHHUE C 3TATOHOM |

Product must stand comparison with reference GY3
/

[Ipenapar Jo/keH BLIAEPKUBATh CPABHEHHE C
stanonoM GY3

Complies with the requirements /

B cooTBeTcTBUM ¢ TpeOOBaHUAMHU

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

V®-crnexTp NOTNIOLLIEHUA HCTILITYEMOTO pacTsopa
JOJDKEH COOTBETCTBOBATh Y D-CNIEKTPY
CTaHIapTHOTO pacTBOpa NieBodJIOKCallUHA

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 yAepKMBaHUs OCHOBHOTO IHKa Ha
XpOMAaTOrpaMMe HCIbITYEMOrO PacTBOpa A0KHO
COOTBETCTBOBATL BPEMEHU YACPKMBAHUA
OCHOBHOTO TIMKa Ha XpOMaTorpaMMe CTaHIapTHOro
pacTBopa JeBodiokcauuHa

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 ynepKuBaHus ABYX OCHOBHBIX MHKOB Ha
XPOMATOrpaMMe UCTILITYEMOTO PacTBOPa AOJDKHbI
COOTBETCTBOBATh BPEMEHaM YACPXKUBAHHUS ABYX
OCHOBHbIX TMKOB HAa XpOMATOrpaMmMe

cTaHaapTHOro oGpasla OeH3aNnKoHus XJIopuia
Telephone/ Teaedon
+358 3284 8111

FIN-33100 TAMPERE/ FIN-33100 TAMIIEPE

FINLAND/ ®HHJISIH/IUA

Results/ Units/ En.
PesyabTaThl

Sterile /

CrepunbHbli

Complies /

COOTBETCTBYET

Complies /
COOTBETCTBYET

Complies /
COOTBETCTBYET

Complies /
CooTBeTCTBYET

Complies /
CooTBETCTBYET

Complies /
CoOTBETCTBYET

Complies /
CoO0TBETCTBYET



CERTIFICATE OF ANALYSIS/
anten CEPTHO®UKAT AHAJIM3A

Product/ ITpoaykr

Product code/ Koa npenapata
Batch no./ Ne cepuu

Date of manufacturing/ lata
NPOH3BOJCTBA

Date of analysis/ [Iata aHanu3a
Date of expiry/ Jlata ucTeueHus
CpOKa FOAHOCTH

OFTAQUIX S MG/ML EYE DROPS 5 ML/

OPTAKBHUKC 5 MI'/MJI KAILJIA I'JIA3HBIE 5 MJT

30818
1843931
0872021

09/2021
08/2024

Test /Anann3 Requirements/ TpeGoBanus Results/

Assay / HPLC/ 4,75 - 5,50

Levofloxacin /
Konnuectsennoe

onpegenexne / BOXX

/ JleBodokcanuu

Assay/ HPLC /D- <0,5
Ofloxacin/

KonuuecTeeHHoe

onpeaenenme / BOXX

/ D-odnokcaunH

Pe3yanTaTsl
5,01

0,18

Assay/ HPLC/ 0,0425 — 0,055 0,050

Benzalkonium chloride

/ KonudaecTBeHHoe

onpeaenerne / B3XKX

/ BeH3anKoHus XJI0pUa

pH -~ 6,0-7,0
Dispensable volume/  >100
HoMuHasibHBIH 00beM

6,6
108

Mechanical impurities/ Not detectable/ He noanarotcs o0uapyxeHuro Complies /

Mexannueckue

BKJIIOYEHHS

Osmolality/ 270 - 340
OCMOIIIBHOCTE

Related substances / <12
HPLC / Levofloxacin /

Total impurities /
Poacteennslie

coeanHeHus / BOXX /
JleBodnokcaimu /

CyMma npumeceii

Related substances / <0,2
HPLC / Levofloxacin /
Desfluorolevofloxacin/
PonctBeHHbIE

coeauHeHus / BOXX /
JleBodnokcauus /

He3dropo-

JieBodIIOKCAIIMH

Postal address/ MouTtoBbiif aapec

Santen Oy/ Canmun AO

PO BOX 33/ IToutoBbiii suuk 33

FIN-33100 TAMPERE/ FIN-33100 TAMITEPE
FINLAND/ ®UHJISAHJUA

CootBeTcTBYET
300

BLOQ/ HITKO

ND/ HO

Telephone/ Tenegon
+358 3284 8111

Page 2 of 4/ Crpannua 2 u3 4

Units/En.

mg/ml/
MI/MJI

%

mg/ml/
MTI/MJT

%

mOsm/kg /
MOcMonb/kr
%

%



CERTIFICATE OF ANALYSIS/ Page 3 of 4/ Crpanuua 3 u3 4
an En CEPTU®UKAT AHAJIM3A

Product/ ITpoaykt OFTAQUIX 5 MG/ML EYE DROPS 5 ML/
O®TAKBUKC 5 MI'/MJI KAIIJIM I'JIA3HBIE 5 MJL

Product code/ Kon npenapara 30818

Batch no./ Ne cepuu 1843931

Date of manufacturing/ Jarta 08/2021

NPOH3BOACTBA

Date of analysis/ [lata ananusa 09/2021

Date of expiry/ [lata ucteuenus 08/2024

CpoKa roHOCTH

Related substances / <0,2 BLOQ/HIIKO %
HPLC / Levofloxacin /

Desmethyllevofloxacin
/ PoacTBeHHbIE
coeauHenus / BOXX /
Jleodnokcauut /
Hesmetun-
JieBo(aoKCaLUH
Related substances / <0,2 BLOQ/ HIIKO %
HPLC / Levofloxacin /
Levofloxacindiamine/
PoacTeeHHbIe
coenuHenus / BOXX /
JleodnokcaLut /
JleBognokcaLH-
JHaMHH

Related substances / <10 BLOQ/HIIKO %
HPLC / Levofloxacin /
Levofloxacin N-oxide/
PoacrBeHHbIe
coeuHenuns / BOXX /
Jlesodnoxcauut /
JleBodnokcauus N-
OKCHUI

Related <0,1 BLOQ/HIIKO %
substances/HPLC/Levo
floxacin/Other single
related substances/
PonctBeHHbIC
coeauHeHNs/BOXXX/
JlesodnokcauuH/Ipyr
We HHAMBHAyalbHblE
POACTBEHHbIE PUMECH

BLOQ/HIIKO = Below Limit of Quantitation/ Huxe npeaena koIM4ECTBEHHOTO ONPCACICHUA

ND/HO = Not Detected/ He o6HapyxeHo

RRT/OBYV = Relative Retention Time/ OTHOCHTEIBHOE BpEMs y1ePKUBAHUSA

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.

HacTosaiuuM noaTsepkaato, YTO Bbilll€yKa3aHHasA cepua Obina [poH3BEICHA U NpOoLllia NPOBEPKY KayeCcTBa B

Postal address/ [ToyToBbIii anpec Telephone/ Tenedon
Santen Oy/ CanmH AO +358 3284 8111

PO BOX 33/ INouToBsiii umuk 33

FIN-33100 TAMPERE/ FIN-33100 TAMIIEPE

FINLAND/ ®UHJIAHAWA



CERTIFICATE OF ANALYSIS/ Page 4 of 4/ Ctpanuua 4 u3 4
anten CEPTHOHKAT AHATH3A

Product/ ITpoxyxt OFTAQUIX 5 MG/ML EYE DROPS 5 ML/
O®PTAKBHUKC 5 MI'/MJI KAIIJIU TJIA3HBIE 5 MJI

Product code/ Kon npenapara 30818
Batch no./ Ne cepuu 1843931
Date of manufacturing/ Jlara 08/2021
POU3BOACTBA

Date of analysis/ Jlata ananuza 09/2021
Date of expiry/ Jlata ucteueHus 08/2024

CpOKa rogfHOCTH

COOTBETCTBHH C YTBEP)KIEHHBIMU TEXHOJIOTUYECKUMH PErJIaMEHTAMK M MHCTPYKLMAMH, @ TAKKe METONAMH
KOHTpOJIS KayecTsa. JIOKyMEHTaLUs HA TaHHYIO CEPHIO TpenapaTa U OT4EThl O MPOBEIEHHBIX aHATM3aX MPOBEPEHBI.
[TonTBepxeHO UX MOJHOE COOTBETCTBHE NEHCTBYIOMMM TpeboBaHusM Hasexalel nponu3BoaCTBEHHOMN NPaKTHKH
M YCJIOBHSM PerucTpauoHHOro y10CTOBEPEHHS, BbITAHHOTO COOTBETCTBYIOLIMM KOHTpOIbHBIM OpraHoM. Kakux-
700 OTKIIOHEHHUI WK ABJIEHMH, KOTOPbIE MOTYT NMOB/IHATH HAa KAYECTBO MpernapaTa, He 06HapYKeHO.

Santen Oy, Tampere/ Cantan AO, Tamnepe

31 Dec 2021 /31 Jlex 2021 r.

VAN Y Lo e~

Tarja Tuovinen

Qualified Person, QA Pharmacist (B.Sc.)/

Tapbs TyoBueH, hapMaLeBT, CIELHATKCT 110
KOHTPOJIIO Ka4yecTBa (GakaiaBp eCTECTBEHHbIX HAYK)

(

Postal address/ [ToutoBesiit anpec Telephone/ Tenedon
Santen Oy/ CanmH AO +358 3284 8111

PO BOX 33/ INouroBsiit simmk 33

FIN-33100 TAMPERE/ FIN-33100 TAMITEPE

FINLAND/ ®UHJISAHIU S




OFTAQUIX Batch 1843931 (reference to Certificate of Analysis dated 31.12.2021)

Odrakeukc Cepua 1843931 (ccbinka Ha cepTudmKar aHanmsa or 31.12.2021)

Importing country / CTpaHa BBO3a:

Russia / Poccus

Marketing Authorisation of importing country /

PezucmpayuoHHoe ydocmogepeHue CmpaHbl 8603a:

NCP-001101/08 ot 27.02.2008

Name and address of APl manufacturing site /
Ha3ssaHue npou3sodumensa cybcmaHyuu, adpec
npousgodcmesa:

Levofloxacin / NesodnokcaumH

Alfresa Fine Chemical Corporation / Andpeca ®aiiH Kemunkan
KopnopenwH

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

Name and address of bulk manufacturing site /
Ha3saHue u adpec npu3sodcmea 20mosoll
nekapcmeeHHol popmoi:

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

Name and address of packaging site /
Ha3saHue u adpec naowadku, omeevaroujel 3a
YMaKoeKy:

Primary Packaging site / MnowaaKa nepsUYHON YNaKoBKK:
NextPharma Oy, Finland / AO Hekct®apma, PUHAAHAMA
Niittyhaankatu 20, 33720, Tampere, Finland

Secondary Packaging site / NaowaaKa BTOPUYHOM YNaKOBKM:
I:] NextPharma Oy, Finland / AO Hekct®apma, PUHAAHAMA
Niittyhaankatu 20, 33720, Tampere, Finland

X] Manufacturing Packaging Farmaca (MPF) B.V., the Netherlands
/ MaHydakuypuHr Mekngxunn @apmaka (MN®) b.B., Hugepnarapl
Neptunus 12, 8448 CN Heerenveen, the Netherlands

Name and address of release site /
HassaHue u adpec npoussodumens (Beinyckarowul
KOHMpPOsb Ka4ecmaa):

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

Presentation form /

®opma Bbinycka

Eye drops, 0.5 % (dropper bottle) 5 ml x 1 (carton pack) /
Kanau rnasHble, 0.5 % (dnakoH-kanenbHuua) 5 ma x 1 (nayka
KapTOHHasA)

Stability period / Cpok 2o0HoCcmu:

3 years. Use within 28 days after opening /
3 ropa. Micnonb3oBaTtb B TeyeHWe 28 AHel nocae OTKPbITUA

Storage conditions / Ycsi08ua xpaHeHuA:

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

Label code / Koa 3TuKeTKM P110600011803
Carton code / Ko nayku KapTOHHOWM P101100011802
Leaflet code / Kog UM P090800012531

Test/ MNokasatenb | Requirements/ Hopmbi

Results/ Pe3ynbrarbl

Packaging /
Ynakoska:

5 ml in a low-density polyethylene bottle with a
dropper-tip and screw cap. A transparent tamper
evident shrink band. The bottle with the leaflet is
in the carton pack. /

Mo 5 mn pacteopa BO G/IaKOHe M3 NONUITUNEHA
HWU3KOM NNOTHOCTU C HAKOHEYHUKOM-KanebHULen
1 3aBUMHYMBAIOLLEINCA KPbILKO. [po3payHoe
NNEHOYHOE KO/bLO A8 KOHTPOAA NepBoro
BCKPbITUA GpakoHa. PNaKOH C UHCTPYKUMEN no
NPUMEHEHMNIO NOMELLAIOT B KAPTOHHYHO MaYKy.

5 ml in a low-density polyethylene bottle with a
dropper-tip and screw cap. A transparent tamper
evident shrink band. The bottle with the leaflet is
in the carton pack. /

Mo 5 mna pacTBopa BO ¢pakoHe 13 NOAN3TUIEHA
HWU3KOM NNOTHOCTU C HAKOHEYHUKOM-KanenbHULen
M 3aBMHYMBAIOLLLENCA KPbIWKOW. MNpo3payHoe
N/IEHOYHOE KONbLO ANA KOHTPO/A NepBoro
BCKPbITMA G1akoHa. DAAaKOH C MHCTPYKLMEN No
NPUMEHEHUIO NOMELLEHbl B KAPTOHHYIO MayKy.

Labelling /
MapKuposKa:

The following information is indicated on the
primary pack (label of the bottle) in the Russian

The following information is present on the
primary pack (label of the bottle) in the Russian

language: the brand name of the medicinal
product with R, international non-proprietary
name, dosage form, quantity of the medicinal

language: the brand name of the medicinal
product with R, international non-proprietary
name, dosage form, quantity of the medicinal

Page/CrtpaHuua
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OFTAQUIX Batch 1843931 (reference to Certificate of Analysis dated 31.12.2021)

Od¢raksukc Cepua 1843931 (ccbinka Ha cepTudmKaT aHanmsa ot 31.12.2021)

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:

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,
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 ml of the medicinal product, batch
number, expiry date (as “fogeH no:”),
manufacturing date (as “Mpou3sseaeHo:”),
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
(IS) 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 dpnakoHa Ha PycCKOM A3bike
YKa3blBaloT: TOProBoe HaMMeHOBaHWe Npenapara ¢
npeaynpeauTenbHOM MapKuUposkoi ©,
MeXAyHapoAHOoe HenaTeHToBaHHOe
HauMeHOBaHMWe, eKapcTBeHHas popma,
KONMYecTBO Npenapara B M/, 03MPOBKa, HOMep
cepuu, AaTa OKOHYAHWUA CPOKa rOAHOCTH,
npeaynpeauTenbHan Haanuch: «CTepuabHO»,
«Mcnonb3oBaTb B TeyeHue 28 aHel nocne
BCKPbITUA GN1AaKOHA.», YCNOBUA XPaHEHUA, 1OTOTUN
KOMMaHWW NaTUHCKUMM ByKkBamu «Santen»,
HaMMeHOBaHMWe U CTpaHy BajesbLa
PerncTpaumMoHHOro yaoCToBEPEHUA, LMPPOBbLIE
n/vnun rpaduyeckme BHyTPM3aBoACKON (-1e)
TeXHUYeCcKui ( e) Kopa (-bl) NpenapaTa/ynakosKu.

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 ml of the medicinal product, batch
number, expiry date (as “fogex no:”),
manufacturing date (as “Mpousseaexo:”),
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 3TuKeTKe dnakoHa Ha PYCCKOM A3bIKE YKa3aHo:
TOproBoe HaMMeHoBaHMe nNpenapara ¢
npeaynpeauTenbHOM MapKUPOBKOM @,
MeXAyHapoaHoe HenaTeHTOBaHHOe
HaumeHoBaHuWe, nekapcTBeHHas Gpopma,
KO/IMYeCTBO npenapaTa B M/, 03UPOBKa, HOMep
Cepun, AaTta OKOHYAHWUA CPOKa roAHOCTH,
npeaynpeauTenbHana HaanUCh: «CTepunbHO»,
«Mcnonb3oBath B TeyeHUe 28 aHen nocne
BCKPbITUA GNIAKOHA.», YCNOBUA XPaHEHWUA, NOTOTUN
KOMMNaHUM NaTUHCKMMU ByKkBamu «Santen»,
HaMMeHOBaHWe U CTpaHy BNadenbla
pervcTpaumMoHHOro yaocToBepeHus, undposble
n/vnu rpadunyeckue BHyTpU3aBoACKOA (-1e)
TeXHUYecKui ( e) Kop (-bl) NpenapaTa/ynakosBKu.

Page/CrpaHuua
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OFTAQUIX Batch 1843931 (reference to Certificate of Analysis dated 31.12.2021)

Odraksukc Cepua 1843931 (ccbinKka Ha cepTudmMKar aHanmsa or 31.12.2021)

Ha KapTOHHOW Mayke Ha PYCCKOM fi3blKe
YKa3bIBakOT: TOProBOe HAMMEHOBaHMeE Npenaparta ¢
npeaynpeauTesibHoM MapKMpoBKon ©,
NeKkapcTBeHHaa Gopma, MexayHapoaHoe
HenaTeHTOBaHHOE HaMMeHOBaHWeE, KONNYEeCTBO
npenapaTa B M/, KOANYECTBO H1aKOHOB BO
BTOPUYHOM YNaKoBKe, [O3UPOBKa,
npeaynpeauTenbHble Haanucu: «CTepunbHo.»,
«[Mo peuenTty.», «MecTHO B rnas.», «lepea
NPUMEHEHMEM 03HAaKOMbTECH C NpUaaraemom
MHCTPYKUMEN.», «XpaHUTb B HEAOCTYNHOM ANA
peten mecte.», «Mcnonb3oBaTtb B TedeHne 28
AHel nocne BCKPbITUA GpNaKkoHa.», yCaoBUA
XpaHeHUA, HAMMEHOBaHMeE U CoAeprKaHue
LEeWCTBYIOLLEro BellecTBa U 6eH3anKoHuA
Xxnopuaa, nepedeHb BCNOMOraTe/ibHbIX
KOMMNOHEHTOB B 1 MA Npenaparta, HoOMep cepuu,
[aTa OKOHYaHWA CPOKa ro4HOCTH, AaTa
M3roTOB/NIEHMA, IOFOTUN KOMMAHWUM NATUHCKUMMU
bykBamu «Santen», HaMMeHOBaHWe U CTPaHy
BNaZeNbla perucTpaumoHHOro yaAoCToOBEPeHUA,
ABNAIOLLErOCA OpraHM3aLUmen, ocyLLeCcTBAAKOLLEN
BbIMYCKAOLWMIA KOHTPO/Ib KAaYecTBa,
HaMMeHOoBaHWe GUPMbI, NO ANLEH3NN KOTOPOH,
npousseaeH npenapart (B popmate «no AMLEH3UN
dupmbl Janum CaHkuo Ko. /1Ta. AnoHua»), Homep
PEerucTpaLMoOHHOro yA0CTOBEPEHWUA, LUTPUX-KOA,
undposble U/Maun rpadpuyeckme BHYTPM3aBOACKON
(-ne) TexHnuyeckni ( e) kog (-bl)
npenapara/ynakoBKu.

[JONONHUTENBbHO MOTYT NPUCYTCTBOBATL CPEACTBA
naeHTnounkaumm (CU) ana moHUTOpUHra
OBUXXEHMA NEKapCTBEHHbIX NpenapaTtos. Ha Bcex
KOMMOHEHTaX YNaKOBKWU MOryT NPUCYTCTBOBATb
3aBOACKME TEXHONOTUYECKME KoAbl U
NpPOW3BOACTBEHHbIE TEXHUYECKME AeTanun. MecTo
pacnonoxeHua u uset CU, TeXHONOrMYeCKUX
KOZ0B W NPOM3BOACTBEHHbIX AeTaneln MoXeT
MEHSATBLCA B 3aBUCUMOCTM OT TEXHO/IOTUYECKUX
ocobeHHOCTeN NPpon3BOACTBA. LiBeTOBble OTTEHKM
MaKeTOB YNaKOBOK MOTYT OT/IMYATLCA OT TaKOBbIX
Ha KOMMEPYECKOM YNaKOBKe, TaK KaK 3aBUCAT OT
TEXHUYECKUX XapaKTEPUCTUK MPUHTEPOB.

Ha KapTOHHOM Mayke Ha PYCCKOM A3blKe YKa3aHo:
TOproBoe HaMMeHOBaHWe npenaparta ¢
npeaynpeavTensHoOM MapKUpPoBKOM ©,
NlekapcTBeHHaa Gopma, MexayHapoaHoe
HenaTeHTOBaHHOE HAaMMEHOBaHMe, KOINYECTBO
npenapara B M/, KOAUYECTBO GpNAaKOHOB BO
BTOPMYHOM YNaKoBKe, [O3UPOBKaA,
npeaynpeanTenbHble Hagnucu: «CTepuabHO.»,
«Mo peuyenTy.», «MecTHO B rnas.», «lepepg
NPMMEHEeHMEM 03HAaKOMbTECH C NpUaaraeMon
WHCTPYKUMEN.», «XPaHWUTb B HEAOCTYNMHOM ANA
neten mecte.», «Mcnonb3osaTtb B Te4yeHue 28
AHel nocne BCKPbITUA GNaKoHa.», yCN0BUA
XpPaHEeHUA, HAMMEHOBAHMWE U CoAepKaHue
[OENCTBYIOLWErO BellecTsa U beH3anKkoHnA
Xn0puaa, nepedeHb BCMoMoraTesibHbIX
KOMMNOHEHTOB B 1 M/ npenapaTa, HoMep cepuu,
[aTa OKOHYaHMA CPOKa roAHOCTH, AaTa
M3roTOB/IEHUSA, IOFOTUM KOMMAHWUWU NAaTUHCKMMU
bykBamu «Santen», HAaMMeEHOBaHWe U CTpaHy
BNaZeNbla PerucTpaLmMoHHOro yaoCTOBepeHus,
AB/IAOLLErOCA OpraHM3aumen, ocyLecTBAAOLLLEN
BbINYCKAOLLMIA KOHTPO/Ib Ka4ecTBa,
HaMmeHOoBaHWe GUMpPMbI, N0 NULLEH3UU KOTOPOW,
npousseaeH npenapart (B dopmare «no AULEH3UN
dupmbl Jaitum CaHkmo Ko. /ITa. AnoHuA»), Homep
PEervcTPaLmMoHHOro yA0CTOBEPEHUA, LUTPUX-KOA,
undposble u/uam rpadpuyeckme BHyTPM3aBOACKOM
(-ne) TexHnueckni ( e) kog, (-bl)
npenapara/ynakoBKu.

[0oNo/IHUTENIbHO MPUCYTCTBYIOT CPEACTBA
naeHTnduKaumm (CU) ons MoHUTOpUHra
OBUXEHMA NEeKapCTBEHHbIX NpenapaTos. Ha Bcex
KOMMOHEHTaX YNaKOBKW NPUCYTCTBYIOT 3aBOACKUE
TEXHONIOTMYECKME KoAbl U NPOU3BOACTBEHHbIE
TEXHUYECKUE AeTanu.

Quality of the product is compliant with normative documentation JICP-001101/08-241117 with changes Ne 1-4 /

KauyecTBo npenapaTa cOOTBETCTBYeT Tpe6OBaHUAM HOPMaTMBHOMN AOKyMeHTauuu JICP-001101/08-241117 c usm. Ne 1-4

Date/[lata

Signature/Moanucs: '(40( 1 C (J LLEWA AL s

31.12.2021

.

Seal/MeyvaTtb

Tarja Tuovinen

Qualified Person
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