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CEPTU®UKAT AHAJIN3A
Product/ IIpenapar Taptiqom, 0.0015% + 0.5%, eye drops, single dose container /
TanTukom, 0.0015% + 0.5%, xanuu riaaszHble, 0AHOX030BbIi KOHTeIiHeP
Product Code/ Kon mpenapara 60820
Batch No./ Homep cepuun 30209B
Date of manufacturing/ 05/2025
Jlata npou3sBosicTBa
Date of Analysis/ Jlata aHanu3a 06/2025
Date of Expiry/ Cpok rogHocTH 05/2028
Test / [ToxazaTesn Requirements / Hopmbl Results / Units/
Pesyabratel  EanHuunbn
H3MepeHHsI
Appearance / Onucanue Clear, colorless solution / Clear, colorless
[Tpo3pauHblii GeCLBETHBII PacTBOP solution /
[Ipo3paunblit
GecLBeTHbIH
pacTBop
Identification / HPLC / Tafluprost / Retention time of the main peak on the Complies/
IMopmuuHocts / BOXX / Tadnynpoct chromatogram of the sample solution must CoorBeTcTBYET

correspond with retention time of the main peak
on the chromatogram of the solution of the
tafluprost reference standard within £5% /
BpeMst ynep)xuBaHHsI OCHOBHOTO NHKa Ha
XpoMaTorpaMme UCIBITYEMOr0 pacTBOpa J0JIKHO
COOTBETCTBOBATH BPEMEHH Y IEPIKHBAHHSI
OCHOBHOTO MHKa Ha XpOMaTorpaMme pacTBopa
cranzapTHoro obpasua taduiynpocra B npeaenax
+5%
Identification / HPLC UV / Tafluprost / Absorbance spectra of the sample solution and ~ Complies/
[MopymuHocts / BOXX Y@ / Tadumynpocr the standard solution in range from 190 to 400  CooTBeTcTByeT
nm must have maxima and minima at the same
wavelengths/
CreKxTpbI MOTJIOLIEHHUS HCIIBITYEMOr0 pacTBopa H
CTaHIApPTHOro pactBopa B obsactu ot 190 no 400
HM JIOJDKHBI HMETh MAKCHMYMbI i MHHHMYMBI
HPU OAHHX U TEX XK€ JJIMHAX BOJIH
Identification / HPLC / Timolol / Retention time of the main peak on the Complies/
[Momnuunocts / BOXX / Tumodion chromatogram of the sample solution must CooTBeTCTBYy€ET
correspond with retention time of the main peak
on the chromatogram of the solution of the
timolol /
BpeMst yiep)kKHBaHHsI OCHOBHOTO ITHKa Ha
XpOMaTorpaMme HCIBITYEMOr0 pacTBOpa JOJKHO
COOTBETCTBOBATH BPEMEHH Y AEP)KHBAHHUSI
OCHOBHOTO MMHKa Ha XpOMaTorpaMmMe pacTBopa
CTaHJapTHOro o6pasia THMOJIOJIa

Identification / UV-spectrophotometry / Absorbance spectra of the sample solution and ~ Complies/
Timolol / the standard solution in range from 190 to 400  CooTBeTcTByET
IMommuuHOCTE / Y ®-cniextpodoTomerpusi/  nm must have maxima and minima at the same

Tumoston wavelengths/

CriexTpsl MOTJIOLEHHUS HCIIBITYEMOT0 pacTBOpa U
cTaHjapTHoro pacrsopa B obsacti ot 190 no 400
HM JIOJDKHBI HUMETh MaKCUMYMbl H MHUHUMYMBI
IPH OJIHUX U TeX k€ JUIHHAX BOJIH

Clarity / ITpo3pauHocTh Must be clear with comparison to water or stand Clear with
comparison with reference I/ comparison to
JlomkeH OBITh MPO3PavyHBIM 110 CPABHEHHUIO C water /
BOJIOH MJIH BBIEPIKHBATL CPABHEHHE C 3TAJIOHOM IIpo3pauHbli
I 110 CPaBHEHHIO

¢ BOHOH



$anten

Product/ ITpenapat

CERTIFICATE OF ANALYSIS/
CEPTHO®UKAT AHAJIM3A

Taptiqom, 0.0015% + 0.5%, eye drops, single dose container /

Tantuxom, 0.0015% + 0.5%, kanuau raazHbie, 0AHO030BbIi KOHTeiiHep

Product Code/ Kox npenapara 60820
Batch No./ Homep cepuu 30209B
Date of manufacturing/ 05/2025
Jlara npousBoacTBa

Date of Analysis/ Jlata ananuza 06/2025
Date of Expiry/ Cpok rogHocT# 05/2028

Test / [ToxazaTean

Color / LietHOCTB

pH

Mechanical impurities /
MexaHu4YecKkHue BKIIIOUEHHSI

Osmolality / OcMossubHOCTE

Related substances / HPLC / Tafluprost /
ITocroponnue npumeck / BOXX /
tadynpoct

Tafluprost acid form /

Tadnynpoct KHCIOTHOMH (OPMBI

any single impurity E-Isomer /
/ mobas enuHU4Has npuMech E-u3omep

any single impurity 16-F form /
/ mobas eaHUYHas npumeck 16-F popma

any single impurity 16E-diene /
/ mobasi exHUYHas npuMech 16E-nuen

Total /
CyMMa IpuMecen

Related substances / HPLC / Timolol /
[Tocroponnue npumecy / BOXKX / Tumonon

any single impurity /
a1006ast eAMHUYHAsK IPUMECh

Total /
cymMa fpumeceit

Dispensable volume/
00BEM COEPIKUMOTO yTaKOBKH

Sterility / CrepuabHOCTD

Requirements / Hopmpi

Must be colorless with comparison to water or
color intensity must not exceed color intensity of

reference B9 /

JlomkeH ObITh OECLIBETHBIM 110 CPaBHEHHIO C
BOZIOH MJIM MHTEHCHBHOCTb OKPACKH MpenapaTa
HE JIOJDKHA MPEBbILIATh HHTEHCHBHOCTb OKPACKH

stajoHa B9
6.0-6.7

Must be free from particles visible with unaided
eye / JlomkeH ObITh CBOOOJHBIM OT BHIAHMBIX

HEBOOPYIKEHHBIM IJ1a30M YaCTHIL
290 - 370

Not less than 0.3 ml/
He menee 0.3 M

Must be sterile /
JloynkeH GbITh CTEPUIIbHBIM
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Results / Units/
PesyabTaTthl  EauHuUbI
H3MepeHHsI
Colorless with
comparison to
water/
becuerHblii o
CpPaBHEHHIO C
BOJIOH
6.3
Complies/
CoOTBETCTBYET
329 mOsm/kg
MOcm/kr
<0,05 %
0,27 %
0,06 %
<0,05 %
0.33 %
<0,05 %
<0,05 %
Complies/
CooTBeTcTBYy€ET
Sterile/

CrepuibHBIHI
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CEPTUO®UKAT AHAJIN3A
Product/ ITpenapar Taptiqom, 0.0015% + 0.5%, eye drops, single dose container /
Tantuxom, 0.0015% + 0.5%, KanJu rjaasHble, 0AHOA030BbIil KOHTeEIHep
Product Code/ Kox npemnapara 60820
Batch No./ Homep cepuu 30209B
Date of manufacturing/ 05/2025
[Jara npousBoncTaa
Date of Analysis/ Jlata ananuza 06/2025
Date of Expiry/ Cpok ronHocTH 05/2028
Test / Ilokasaresb Requirements / Hopmbi Results / Units/
PesyabTatel  EgnHHIBI
H3MepeHHs

Assay / HPLC / Tafluprost / 13.65 - 15.75 15.66 pg/ml
KosnuuectsenHoe onpeaenenne/ BOXX / MKT/MJT
Taduynpoct

91.0-105.0 104.4 %
Assay / HPLC / Timolol/ 4.75-5.25 5.00 mg/ml
KonuuectsenHoe onpenenenne/ BOXX / MI/MIT
Tumouton

95.0 - 105.0 100.1 %

BLOQ /HIIKO = Below Limit of Quantitation / Hixe npenena KoIHuecTBEHHOTO ONpeeIeHHs
ND /HO = Not Detected / He o6HapyxeHo
RRT /OBY = Relative Retention Time/ OTHOCHTENEHOE BpEMsI Y AEPIKHBaHHsI

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.

HacrosiiiuM TMOATBEPXKAl0, YTO yKa3aHHasl BbIIE CEpHs NMPOU3BEAEHA, U KOHTPOJIb KAauecTBAa NPOBEIAEH B COOTBETCTBHH C
JIOKYMEHTAlLIHeH Ha CEepHI0, TEXHOJIOHEH MPOU3BOACTBA U METOAMKAMHU KOHTPOJISI KaU€eCTBa.

JlokyMeHTal|s: Ha CEpHI0 M KYpHAJbl TPOBEACHUS HCIBITAHHH MPOBEPEHBI H MOJHOCTBIO COOTBETCTBYIOT JIEHCTBYIOIIMM
TpeboBaHussM GMP W yclOBUSIM, H3JI0KEHHBIM B PErHCTPALMOHHOM yIOCTOBEPEHHH, BBIAAHHOM COOTBETCTBYIOIIHM
peryJisITOpHbIM OpraHoM. Hukakux OTKJIOHEHHH HIIH IPOHCILIECTBUH, KOTOPbIE MOTYT HOBJIUSThH Ha KAUECTBO Ipernapara, 0TMEYEHO
He ObLIIO.

Santen Oy, TAMPERE/ Cantan AO, TAMIIEPE
13 June 2025 / 13 uton 2025 .

.

Leena Honkonen

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

Y 0JHOMOYEHHOE JIUIIO, CHELHAIUCT 110 COOTBETCTBHIO
obecrnieueHus kayecTna (6aKanaBp eCTECTBEHHBIX HAYK)



Taptigom Batch 30209B (reference to Certificate of Analysis dated 13.06.2025)

Tantukom Cepus 30209B (ccbinika Ha ceptudUKaT aHanusa ot 13.06.2025)

Importing country / CrpaHa Beo3a:

Russia / Poccua

Marketing Authorisation of importing country /

PezucmpayuoHHoe ydocmoseperue cmpaHs! 88034:

Nn-003372 o1 17.12.2015

Active Pharmaceutical Ingredient batch and
manufacturing site /

Cepun u npouzsodumers Gapmayesmuyeckoli
cybcmaruyuu:

Tafluprost / Tadnynpocr

Batch / Cepua: S000077

Manufacturing site / Npowussogurens:

Asahi Glass Co., Ltd. / Acaxu nacc Ko, 14
Goi-kaigan, Ichihara City, Chiba 290-8566, Japan

Timolol / Tumonon

Batch / Cepua: 23012007

Manufacturing site / Npoussoaurens:
PCAS Finland Oy / NKAC ®unnang Ou
Messukentankatu 8, 20210 Turku, Finland

Name and address of bulk manufacturing site /
HassaHue u adpec npuzsodcmea 2omosoli
nekapcmeeHHol hopmer:

Laboratoire Unither, France / Tabopatyap lOHuTep, ®PpaHumna
Zl de la Guerie, 50211, Coutances Cedex, France

Name and address of packaging site /
Ha3saHue u adpec naowadku, omeedaioujeli 3a
YINAKOBKY:

Primary Packaging site / MNnowiaaKka rnepeuuHOM yNakoBKU:

Laboratoire Unither, France / labopatyap OHuTep, ®paHums
Zl de la Guerie, 50211, Coutances Cedex, France

Secondary Packaging site / NaowaaKa BTOPUUHOM YNAaKOBKM:

Laboratoire Unither, France / Nabopatyap IOHMTep, PpaHumns
Z1 de la Guerie, 50211, Coutances Cedex, France

Name and address of release site /
HassaHue u adpec npouszsodumens (Boinyckarowjuii
KOHMPO/b Kayecmaa):

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

Presentation form /
dopma BbiMyCcKa

Eye drops, 0.0015 % + 0.5% (dropper tube), 0.3 ml x 30 (carton

pack) /
Kanawu rnasHble, 0.0015% + 0.5% (Ti06uK-KanenbHuua) 0.3 mn x

30 (nayka KapToHHas)

Stability period / Cpok 2odnocmu:

3 years. Eye drops should be used during 4 weeks after opening

the pouch. /
3 roga. Kanau rnasHble cnenyert ucnonb3osath B redeHne 4

Heaesib Noc/ie BCKPbLITUA NaKeTa.

Storage conditions / Ycrosus xpanerus:

Store at temperature from 2 to 8°C /
XpaHute Npu Temnepatype ot 2 go 8°C

Pouch code / Koa naketa 62COM7637/C
Carton code / Kog nauky KapToHHOM 66ETU7637/E
Leaflet code / Kog UM 65N0OT7637/D

Test/ Mokasaresnb | Requirements/ Hopmbl

Results/ Pesyabtath!

Packaging /
Ynakoska:

0,3 mlin single use low density polyethylene
dropper tube. 5 dropper tubes soldered together
into one strip. 2 strips in a pouch made from
aluminum-polyethylene foil covered with paper. 3
or 9 pouches with leaflet in a carton. /

Mo 0,3 mn B TIOBUK-KanenbHULy ans
O[HOKPATHOTO APUMEHEHUA U3 NONN3TU/IeHa
HMU3KOM NNOTHOCTW. 5 TIOBUK-KanenbHWL,
CNaAHHbIX BMECTE, B OAMH CTpUI.

0,3 ml in single use low density polyethylene
dropper tube. 5 dropper tubes soldered together
into one strip. 2 strips in a pouch made from
aluminum-polyethylene foil covered with paper. 3
pouches with leaflet in a carton. /

Mo 0,3 mn B TIOOUK-KanenbHULY ANA
OAHOKPATHOro NPYMEHEHUA U3 N0/IMBTUNEHA
HU3KOM NAOTHOCTH. 5 TIOBUK-KanensHul,
CNasHHbIX BMECTE, B OAMH CTPUN.

Page/CrpaHuua
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Taptigom Batch 30209B (reference to Certificate of Analysis dated 13.06.2025)

Tantnkom Cepus 30209B (ccbiika Ha cepTuduKaT aHanusa or 13.06.2025)

Mo 2 cTpuna B nakeT U3 aNtOMUHKEBO-
NONUITUNEHOBOM PONLTY, NOKPLITON Bymaroi.
Mo 3 nnn 9 naketa(os) BMeCTe C MHCTPYKUMEN No

MELNLMHCKOMY NPUMEHEHUIO B KAPTOHHYIO NayKy.

1o 2 ctprna 8 NakeT U3 anioMUHUEBO-
NOAUITUEHOBOW GONLIM, NOKPLITOM Bymaroi.

Mo 3 naxkera BMeCTe € UHCTPYKLMWEN MO
MELMUMHCKOMY NPUMEHEHUIO B KAPTOHHOW MaYKy.

Labelling /
Mapxuposka:

The following information is indicated on the
dropper-tube label in the Russian language: trade
name of the product with the ® sign, strength of
active ingredients and volume of product, name of
registration certificate holder that is also the
release site, additionally there may be present
digital and/or graphical manufacturing technical
codes for product/packaging.

On the reverse side of dropper tube batch number
and expiry date are specified.

The following information is indicated on the
pouch label in the Russian language: trade name
of the product with the ® sign, strength of active
ingredients, INN, dosage form, volume of product
in the dropper tube and quantity of dropper tubes
in the pouch, batch number (finished product
batch code: additional symbols (letters or digits)
specific to the intermediate/secondary packaging
may be added to the bulk batch number
mentioned on primary packaging. Therefore the
batch number specified on
intermediate/secondary packaging may be longer
then the batch number specified on primary
packaging), expiry date, “Sterile”, name of
registration certificate holder that is also the
release site, company logotype in Latin script,
digital and/or graphical manufacturing technical
codes for product/packaging.

The following information is indicated on the
carton in the Russian language: trade name of
the product with the @ sign, strength of active
ingredients, INN, dosage form, volume of product
in the dropper tube and quantity of dropper tubes
in the carton, active ingredients names and their
content in 1 ml of product, list of all excipients ,
batch number (finished product batch code:
additional symbols (letters or digits) specific to the
intermediate/secondary packaging may be added
to the bulk batch number mentioned on primary
packaging. Therefore the batch number specified
on intermediate/secondary packaging may be
longer then the batch number specified on
primary packaging), expiry date, manufacturing
date, prescription status, “STERILE.”,
“PRESERVATIVE FREE”, storage conditions,
warnings: “Application and dosage: refer to the
leaflet inside the package”, “After opening the
pouch with dropper tubes: Eye drops should be
used during 4 weeks after opening the pouch.
Store dropper tubes in a light-free place inside the
pouch. Eye drops should be stored at temperature
not higher than 25°C. After single usage the

The following information is present on the
dropper-tube label in the Russian language: trade
name of the product with the ® sign, strength of
active ingredients and volume of product, name of
registration certificate holder that is also the
release site.

On the reverse side of dropper tube batch number
and expiry date are specified.

The following information is present on the pouch
label in the Russian language: trade name of the
product with the ® sign, strength of active
ingredients, INN, dosage form, volume of product
in the dropper tube and quantity of dropper tubes
in the pouch, batch number, expiry date, “Sterile”,
name of registration certificate holder that is also
the release site, company logotype in Latin script,
digital and graphical manufacturing technical
codes for product/packaging.

The following information is present on the carton
in the Russian language: trade name of the
product with the ® sign, strength of active
ingredients, INN, dosage form, volume of product
in the dropper tube and quantity of dropper tubes
in the carton, active ingredients names and their
content in 1 ml of product, list of all excipients,
batch number, expiry date, manufacturing date,
prescription status, “STERILE.”, “PRESERVATIVE
FREE”, storage conditions, warnings: “Application
and dosage: refer to the leaflet inside the
package”, “After opening the pouch with dropper
tubes: Eye drops should be used during 4 weeks
after opening the pouch. Store dropper tubes in a
light-free place inside the pouch. Eye drops should
be stored at temperature not higher than 25°C.
After single usage the dropper tube and remaining
product should be discarded.”, “Keep out of reach
of children.”, name, city and country of
manufacturing, name and country of registration
certificate holder that is also the release site,
company logotype in Latin script, bar-code,
registration certificate number, digital and

Page/CrpaHuua
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Taptigom Batch 302098 (reference to Certificate of Analysis dated 13.06.2025)

Tantukom Cepun 30209B (ccbinka Ha cepTuduKar aHanamsa ot 13.06.2025)

dropper tube and remaining product should be
discarded.”, “Keep out of reach of children.”,
name, city and country of manufacturing, name
and country of registration certificate holder that
is also the release site, company logotype in Latin
script, bar-code, registration certificate number,
digital and/or graphical manufacturing technical
codes for product/packaging.

Additionally, there may be identification means
(1S) to monitor 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 aTuKeTKe THOUK-KanenbHULbl Ha PYCCKOM
A3bIKe YKa3blBaioT: TOProBoe HaMMeHoBaHUe
npenapara ¢ npeaynpeauTeNnbHON MapKUpoBKOM
®, KOHLEHTPaL MM AeNCTBYIOUMX BelecTs 1 obbem
npenapata, HaMMeHOBaHWe BNajeNbla
PerMcTpaLMoHHOTO YAOCTOBEPEHUA, ABNAIOLLErOCs
U BbINYCKAIOWMM KOHTPO/IA KayecTea,
[LONONHUTENBHO MOFYT NPUCYTCTBOBATL LdpoBbie
u/vnu rpadudeckue BHyTpU3aBoacKol (-ue)
TexHuueckuii ( e} Kopg, (-bl) npenapara/ynakosKu.
HenocpepacTeeHHO Ha 060pOTHOW cTOpOHE TIoBUK-
Kane/ibHWLbl YKa3biBalOT HOMEp Cepuu 1 aaty
OKOHYaHWA CPOKa roAHOCTH Npenapara.

Ha aTuKeTKe NakeTa Ha PYCCKOM A3bIKe
YKa3blBalOT: TOProBOE HAaUMEHOBaHNWe npenapara ¢
npeaynpeautTensHoil MapKkMpoBkoi ©,
KOHLLEHTPaLMK AeNCTBYIOWMX BELLECTB,
rPYNNMPOBOYHOE HAMMEHOBAHWE, NEKAPCTBEHHYIO
dopmy, obbem npenaparta 8 0AHOM THOBKK-
KanensHUUe 1 KoAWYecTso TIoBUK-KanebHUL, 8
ynakoBske, Homep cepumn (GopmuposaHne cepuu
rOTOBOTO NPOAYKTa: K HOMEPY cepuu,
npUcBOEHHOMY NPOAYKTY «in bulk» 1 ykazaHHomy
Ha NepBUYHON YNaKoBKe, MoryT nobasnartsca
cumeobl (ByKebl unu undpsbi), AOMOAHUTENBHO
NPUCBOEHHbIE ANA NPOMEKYTOUHON/BTOPUUHOM
yrakoBKu. Takum o6pasom, HOMep cepuy,
YKa3aHHbIN Ha NPOMEKYTOUHOM/ BTOpUYHOMN
YNaKoBKe MOMET BbiTb Ha HECKO/IbKO CUMBO/IOB
A/MHHee HoMepa Cepuk, YKasaHHOro Ha
NepBUYHON YNaKOBKE), CPOK rogHOCTH,
«CTepunbHO», HAMEHOBaHWe BAafe/bla
PErucTpaLoHHOro yA0CTOBEPEHUA, ABNAIOLLEroCs
BbINYCKaOLUIMM KOHTPOJIEM Ka4YecTBa, IOroTUn
KOMNaHWW TATUHCKMMK ByKBamK, LMppOoBblIE
n/vnu rpadpuyeckmne BHyTPU3aBOACKOM (-me)
TexHuueckuit ( e) kog (-bt) npenapata/ynakosku.

graphical manufacturing technical codes for
product/packaging.

Additionally, there are identification means (IS) to
monitor the movement of drugs. On some
components of the package there are factory
production technology codes and technical details.

/

Ha aTuKeTKe TIoOUK-KanenbHWLbE HA PYCCKOM
A3bIKe YKa3aHo: Toprosoe HaumeHoBaHWe
npenapara ¢ npeaynpeauTeNsHON MapKUpPOBKOM
®, KOHUEHTPaL MW AeACTBYIOUINX BELLECTB U 06bem
npenaparta, HAaMMeHOBaHWE BAagenbua
PEerucTpaLMoHHOro YA0CTOBEPEHUA, ABNAIOLLErOCA
1 BbINYCKAIOWMM KOHTPONIA KauecTsa.
HenocpegfcrBeHHO Ha 0BOPOTHOM CTOPOHE TIOBMK-
KanenbHULbl YKa3bIBaloT HOMED CepUM U [aty
OKOHYaHUWA CPOKa roAHOCTM Npenapara.

Ha 3TMKeTKe nakeTa Ha PYCCKOM A3blKe YKa3aHo:
TOproBoe HaMMeHoBaHMWe Npenapata ¢
npeaynpeauTensHon mapk1poskol ©,
KOHLIEHTPALMU AMCTBYIOLMX BELLECTB,
rpynnMpoBOYHOE HaUMEHOBAHME, NEKAPCTBEHHYIO
bopmy, obbem npenapata 8 04HOM THOMK-
KanenbHWLLE ¥ KONMYECTBO TIOBMK-KanesbHuL, B
YNaKoBKe, HOMED CepUM, CPOK roAHOCTH,
«CTEPUNBHO», HAMMEHOBaHWE B/IaAE/bLA
PErucTPaLMOHHOrO yAOCTOBEPEHUA, ABNAIOLLErOCA
BbINYCKAOLLMM KOHTPO/IEM Ka4ecTBa, IoroTun
KOMMaHWUM NaTMHCKUMK BykBammn, UMb poBbie U
rpaduyeckmue BHYTPU3aBOACKME TEXHUYECKUE
KOfibl NpenapaTa/ynakoBKu.
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Taptigom Batch 30209B {reference to Certificate of Analysis dated 13.06.2025)

Tantnkom Cepun 30209B (ccobisika Ha cepTuduKaTt aHanusa ot 13.06.2025)

Ha KaproHHO nayke Ha PYCCKOM A3bike
YKa3bIBaKT: TOProOBOE HaMMeHOBaHMe npenapaTa C
npeaynpeavTensHo MapKkuposroi @,
KOHLEHTPaLUK JeRCTBYIOWMX BELLEeCTB,
rpynnMpoBOYHHOE HAUMEHOBAHUE, TEKAPCTBEHHYIO
dopmy, obbvem npenapara B 04HON TOBUK-
KanenbHKULE M KOIMYECTBO TIOOUK-Kane/ibHuL, B
ynaKoBKe, HauMeHOBaHUA AeNCTBYIOLLUX BELLECTB
M UX KonindecTsa B 1 M/ npenapara, U nepeyeHb
BCEX BCMOMOTraTe/IbHbIX BELLECTB, HOMEp Cepun
(popmmposaHme cepum roToBOro NPOAYKTa: K
HOMepy Cepum, NPUCBOEHHOMY NPOAYKTY «in
bulk» 1 ykazaHHOMY Ha NepBUYHOM yraKosKe,
MOryT f06aBNATbCA CMMBOALI (BYKBbI MM UUOpPDI),
LONOAHUTENBHO NPUCBOEHHbLE ANA
NPOMEKYTOYHON/BTOPUUHOM YakoBKu. Takum
06pasom, HOMEp CEPUM, YKa3aHHbIN Ha
NPOMENYTOUHOM/ BTOPUYHOM YNaKOBKe MOKeT
6b1Tb HAa HECKO/IBKO CUMBOIOB A/IMHHEE HoMepa
cepuy, yKasaHHOro Ha NepBruYHOM YNaKoBKe), CPOK
rofHOCTH, [aTa U3roTOB/EHWUA, YCIOBUA OTNYCKA,
«CTEPU/NbHO.», «BE3 KOHCEPBAHTOB», ycnoBua
XpaHeHUs, NpeaynpeanuTesibHbie Hagnucu;
«Cnocob npMMeHEeHUs 1 403bl: CM. NPUNaraemyio
WHCTPYKLMIO BHYTPUW YNaKoBKM.», «ocne
BCKPbLITKA nakeTa ¢ TIobuK-KanenbHuuamu: Kanam
rnasHole cnefyeT UCNOb30BaTL B TEUEHUE 4
Hegesb NOCNE BCKPLITUA nakeTta. XpaHuTb TIOOUK-
Karne/bHULbl B 3aLLMULIEHHOM OT CBETa MECTE, B
nakete. Kanau rnasHele caenyer XpaHuTb npu
Temnepartype He sbitwe 25 °C, Mocne
OAHOKPATHOrO UCNONL30BAHUA TIOBUK-
KanenbHUuy cneayet sbibpocHTL BMECTe €
OCTaTKOM Npenapara.», «XpaHuTb 8 HEAOCTYTHOM
DONA feTeit MecTe.»; HaMMeHOBaHue, ropoa u
CTPaHy NPoU3BOAUTENA, HAUMEHOBAHWUE U CTPaHy
BNaAENbLA PETMCTPALMOHHOTO YLOCTOBEPEHUA,
AB/IAIOLLErOCA BbINYCKAOWMWM KOHTpOIeM
Ka4ecTsa, /I0roTUN KOMNaHWK TaTUHCKUMU
byKkBamu, WTPUX-KOA, HOMEP PErncTpaLMoHHOro
ynocTosepeHus, undpossie u/uam rpadudeckue
BHYTPU3aBOLCKOM (-1e) TexHuueckuit ( e) Koz (-bi)
npenapaTta/ynakoBKu.

JononHutensHo MoryT NpUCYTCTBOBaTb CPesCTBa
naeHTndukaumu (CU) onn MOHUTOPUHFE
OBVIXKEHWUA NEKapCTBEHHbIX NpenapaTos. Ha Bcex
KOMMOHEHTaX YNakoBKW MOTYT NPUCYTCTBOBATb
33BOACKUE TEXHO/IOTMYECKUE KOLbI U
NPOU3BOACTBEHHbIE TEXHUYECKKE AeTanu. MecTo
pacrnonoxerus u uset CU, TeXHONOTUYECKUX
KOO8 M NPOM3BOACTBEHHDIX i€TaNel MOXKET
MEHATBCA B 33BUCUMOCTH OT TEXHO/IOFUUYECKMX
0ocobeHHOCTEN NPON3BOLACTBA. LIBETOBbIE OTTEHKM
MaKEeToB YNaKoOBOK MOTYT OT/IMYATLCA OT TaKOBbIX
Ha KOMMEpPYEeCKO yNaKoBKe, TaK Kak 3aBUCAT OT
TEXHUYECKUX XapaKTEPUCTUK NPUHTEPOS.

Ha KapToHHOM Mayke Ha PYCCKOM A3bIKE YKa3aHo:
TOProBOE HaMMeHOBaHWe npenaparta c
npeaynpeanTensHoi MapKupoBKoil @,
KOHLEHTPaLUWUK [eACTBYIOLLMX BELLECTS,
rpynnupoBOYHOE HAUMEHOBAHUE, IEKAPCTBEHHYIO
dopmy, obbem npenapaTa 8 O4HON TIOBUK-
KanenbHUUE 1 KOIMYEeCTBO TIOBUK-KanenbHuL, B
YyNaKoBKe, HAMMEHOBaHWA feMCTBYIOWMNX BELLLECTB
M X KonmyecTea B 1 mn npenaparta, U nepedeHs
BCEX BCMOMOTaTe/IbHbIX BEWECTB, HOMEP CEPUH,
CPOK roAHOCTY, AaTa UBrOTOBNEHUA, YC/IOBUA
otnycka, « CTEPU/IbHO.», «BE3 KOHCEPBAHTOB»,
YCNOBUA XpaHeHUs, npeaynpeavTenbHble
Hagnucu: «Cnocob npumeHeHWs 1 4036l CM.
npunaraemyio MHCTPYKLMIO BHYTPU YNaKoBKK.Y,
«lMocne BCKPbITUA NaKeTa ¢ TIBMK-KaneabHuLiamu:
Kannu rnasHble crieflyer Ucro/ib3osarth B TeUeHUe
4 Hepenb rnoc/e BCKPbITUA NaxeTa. XpaHuTb
TIOOMK-KanenbHULb! B 3aLMLLEHHOM OT CBETa
mecTe, B nakete. Kanauv rnasHbie cnesyer XpaHuts
npu Temnepatype He Bbiwe 25 °C. Mocne
OAHOKPaTHOrO UCNONbL30BaHWA TIOOUK-
KaneabHUUY cnegyet ssibpocuTb BMeCTe ¢
OCTaTKOM Mpenapara.», «XpaHuTb B HEAOCTYNHOM
LNR OeTelt MecTe.»; HaMMEHOBaHWeE, ropog, 1
CTpaHy NPoV3BOAUTENR, HAUMEHOBAHME U CTPaHY
B/Iafie/1bLia PErUCTPAUMOHHOIO YAOCTOBEPEHNS,
ABNAIOLLErOCA BbINYCKAIOWMM KOHTPONEM
KayecTsa, 1OTOTUN KOMNAHWM 1aTUHCKUMU
6yKBaMM, LUTPUX-KOS, HOMEP PerucTpaLuoHHOro
yAocToBepeHus, LMGpPoBbie 1 rpadpuyeckue
BHYTPU3aBOCKME TEXHUYECKME KOAbI
npenaparta/ynakoBKu.

[ononHuTeNnbHO NPUCYTCTBYIOT CpeacTBa
mgeHTudukauum (CH) s MOHUTOPUHIE
OBVIKEHWA NEeKapCTBEHHBIX Npenapartos. Ha
HEKOTOPbIX KOMMTOHEHTAX YNakoBKW NPUCYTCTBYIOT
33BOLCKUE TEXHONIOIMYECKMUE KOLb! 1
NPOU3BOACTBEHHbBIE TEXHUUYECKME AETaNu,
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Taptiqom Batch 30209B (reference to Certificate of Analysis dated 13.06.2025)

Tantukom Cepus 30209B (ccbisika Ha cepTudmKaT aHanusa ot 13.06.2025)

Quality of the product is compliant with normative documentation J/1M-003372-171215 with changes Ne 1-6 /

KauecTBo npenaparta COOTBETCTBYET TpebOBaHWAM HOPMaTUBHOM AOKyMeHTaumu J1M-003372-171215 ¢ uam. Ne 1-6

Date/Oata 13.06.2025

Signature/Moanuce: L \ Seal/Meuvatb

Leena Honkon

@,
Qualified Person "
Santen Oy
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