SOFARIMEX

INDUSTRIA QUIMICA E
FARMACEUTICA, S.A.

CEPTU®UKAT AHAJIM3A I'OTOBOI'O IIPEITAPATA

NPEITAPAT: Ha3uBun, 0,01 %, kanju HazaabHble, Poccust

KO/ ITPEITAPATA: 704530

Cepus Ne 66759

JATA TPOU3BOJCTBA: 07.2026

HOMEP CEPTU®UKATA AHAJIM3A: 3625/26

HOMEP AHAJIMTUYECKOW METO/IUKH:

SRAS-9WACNM.6

JATA HICTEYEHUSA CPOKA I'OJHOCTH:

06.2029

AHAJIMTHNYECKASA CCBIJIKA: HopmatuBHbIi fokyMeHT 1o kagecTBy JIIT-Ne(011094)-(PT-RU) ot 25.07.2025

BHYTPEHHUI KOJI MNPOJYKTA KJIMEHTA: 80823482

HAUMEHOBAHUE A®C: OxcumeTa30JiiHa THIPOXJIOPUT

MHH: OxcuMeTa30InH

HOMEP CEPUM ITPOU3BOJUTEJISA ADC: 24282040

HOMEP CEPUM A®C ITPOU3BOAUTEJIA I'TI: 26030379

MNPOU3BOJUTEJIb U CTPAHA MNPOU3BOJACTBA A®C: Siegfried PharmaChemikalien Minden GmbH,

I'epmaHnus

AJPEC MPOU3BOJAUTEJSA ADC: Karlstrasse 15-39, 42-44
Germany-32423 Minden

NCIIBITAHUA

CHENU®UKAIIUU

PE3YJIbTATDBI

Onucanmne

IIpo3pauHplli WIM M[OYTH IIPO3PAYHBII
pacTBOp, OT IOYTU OECLBETHOIO [0
CBETJIO-XKEJITOIO LIBETA.

CooTBeTCTBYET

Nnentudguxanus
OxcuMeTa30/MHA THIPOXTOPHL

Ben3zankonus xjaopun

Bpewms yaepxuBaHus OCHOBHOI'O TMKa Ha
XpPOMaTOrpaMMe HCIBITYEMOIO pacTBOpa
JOJDKHO  COOTBETCTBOBaTb  BPEMEHU
yAEp)KUBaHUA OCHOBHOIO MHKa Ha
XpOMaTorpaMMe CTaHIApTHOTO PacTBOpa
OKCHMETa30I1Ha THIPOXJIOPHUA,
MOJYyYEHHOH NP KOJIUYECTBEHHOM
OIpEIEIICHUM.

Bpewms yaep)kuBaHHs OCHOBHOTO NHKa Ha
XpoMaTorpaMMe HCIBITYeMOro pacTBOpa
JOJDKHO ~ COOTBETCTBOBATH  BPEMEHH
yAEp)KUBaHUS OCHOBHOTO TIIMKAa Ha
XpoMaTorpaMMe CTaHIapTHOTO pacTBOpa
OEH3aJIKOHUS XJIOpH/A, TIOIyYeHHOH MpH
KOJIMYECTBEHHOM ONPEIEICHHH.

ITonmoxxutenbHBIN
pe3ynbTaT

ITonmoxxutenbHBIN
pe3ynbTaT

IIpo3paunocts

OnanecueHuust Ipernapata He JOJDKHA
MPEBBIIATh ONAJECUEHINIO CYCIEH3UHU
cpaBHeHHS 1/BOJIBI OUHIIICHHOIA.

CooTBeTCcTBYET

IIBeTHOCTHL pacTBOpa

[penapar nomkeH OBITh OCCIIBETHBIM FTH
COIMOCTaBUMBIM c pacTBopom
cpaBHeHHS Y.

CooTBeTCcTBYET

OTHOcuTebHASA IIOTHOCTH (d 20/20)

Ot 1,006 o 1,010

1,006

pH

Or 5,5 no 6,5

5.9

OCMOJSJIBHOCTD

Ot 270 o 330 MOcMm/kr

288 MOcM/kT

Ipumecn

[Ipumeck A (IpOAYKT THAPOIH3A)

IIpumecs ZP-1

EnuandHas HenaeHTHGUIIMPOBaHHAS IPUMECh
CyMmMa npuMeceit

He 6onee 0,5 %
He 6onee 0,5 %
He 6onee 0,1 %
He Gonee 1,2 %

H/O
H/O
<IIKO
<IIKO

KosmyecTBeHHOe onpeeieHue
OxcuMeTazoNnrnHa THAPOXIOPHT

Ot 95 mo 105 MKI/MiI OKCHMMETa30JIMHA
THIPOXJIOPHIA
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SOFARIMEX

INDUSTRIA QUIMICA E
FARMACEUTICA, S.A.

CEPTU®UKAT AHAJIM3A I'OTOBOI'O IIPEITAPATA

NPEITAPAT: Ha3uBun, 0,01 %, kanju HazaabHble, Poccust

KOJ IIPEITAPATA: 704530 Cepus Ne 66759

JATA TPOU3BOJACTBA: 07.2026 HOMEP CEPTU®UKATA AHAJIN3A: 3625/26
HOMEP AHAJINTUYECKOMN METO/IUKH: JATA UCTEYEHMUS CPOKA IOJHOCTU:
SRAS-9WACNM.6 06.2029

AHAJIMTHNYECKASA CCBIJIKA: HopmatuBHbIi fokyMeHT 1o kagecTBy JIIT-Ne(011094)-(PT-RU) ot 25.07.2025

BHYTPEHHUI KOJI MNPOJYKTA KJIMEHTA: 80823482

HAUMEHOBAHUE A®C: OxcumeTa30JiiHa THIPOXJIOPUT

MHH: OxcuMeTa30InH

HOMEP CEPUM ITPOU3BOJUTEJISA ADC: 24282040

HOMEP CEPUM A®C ITPOU3BOAUTEJIA I'TI: 26030379

MNPOU3BOJUTEJIb U CTPAHA MNPOU3BOJACTBA A®C: Siegfried PharmaChemikalien Minden GmbH,
I'epmaHnus

AJPEC MPOU3BOJAUTEJSA ADC: Karlstrasse 15-39, 42-44
Germany-32423 Minden

NCIIBITAHUA CIHEIIMOUKAIUN PE3YJIbTATDBI

benzankonus xmopupg Or 45 no 55 wmkr/mia  OeH3aIKOHHS 48 mMKr/mi
xsopuaa uwin ot 90 o 110 mMxr/ma 50 %
pacTBopa OEH3aJIKOHUSL XJIOPHIA.

Mmcpoﬁno.ﬂoruqeucaﬂ yucrorTa

O6mee uucio a’poOHBIX  Mukpoopranuzmos|He 6onee 10?2 KOE/mn <1 KOE/mn
(TAMO) He 6omnee 10! KOE/mn <1 KOE/Mn
Ob1ree yncIo APOXKEBBIX M IUIECHEBBIX IpubOoB|OTCyTCTBHE B 1 M OTCyTCTBYIOT/MI
(TYMC) OtcyTcrBue B 1 M OTCYTCTBYIOT/MIT

Pseudomonas aeruginosa
Staphylococcus aureus

YnakoBka 5 M BOo (IakOH TEMHOTO CTEKia C
TIOJMIIPOTIMIICHOBOH HABHHUYMBAIOLIECHCS
KPBIILIKOH CO BCTPOEHHOW MUIETKOW W3
crekma Ttuma 3 (Eep. @) wm
OpoMOyTHIIKay4yKa.

1 GnakoH M WHCTPYKUHS IO CooTBeTCTBYET
MEIUIIMTHCKOMY NPHMEHEHHIO IpernapaTa
B IAYKy KapTOHHYIO.

1 ¢makoH W HWHCTPYKIHUSA IO
MEIMLUHCKOMY NPUMEHEHUIO IpernapaTa
B IIaYKy KapTOHHYIO.

MapkupoBka Wndopmanns npusenena B Paznene 1.3.2 CooTBeTCcTBYET
Monyns 1 3asBieHus Ha TOIy4eHUE
PETUCTPAIIIOHHOTO YAOCTOBEPEHHUSL.

Ycaosus xpanenns: [Ipu temneparype He Boiie 25 °C.

Cpoxk rognoctu: 3 roma (-1 mecsam). Ilocine mepBoro BCKpBITHS (riakoHa HCIIONB3YHTE NpernapaT B TEUCHHE
12 mMecsues.

HaumenoBanue, ajapec, Homep JmueH3uu Ha|Sofarimex-Industria Quimica e Farmacéutica, S.A., Portugal,
NMPOU3BOJACTBO Ui IomAaaAku mnpousBoacTBa|Av. das Industrias - Alto do Colaride, Cacem, 2735-213,
roTOBOr0 TMNPpOAYKTa / muomaaku KoHTpoas |[Topryramms (Homep munensun: F027/001/2024)

Ka4yecTBa / IJIOIAJAKH BHINYCKA MPOAYKIHHT

MNPUMEYAHMUSI: [Mpenapat coorserctByetr HJI JITT-Ne(011094)-(PT'-RU) ot 25.07.2025.

INPUMEYAHUSA 1O CEPUN:
/noonucano/
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SOFARIMEX

INDUSTRIA QUIMICA E
FARMACEUTICA, S.A.

CEPTU®UKAT AHAJIM3A I'OTOBOI'O IIPEITAPATA

NPEITAPAT: Ha3uBun, 0,01 %, kanju HazaabHble, Poccust

KOJ IIPEITAPATA: 704530 Cepus Ne 66759

JATA TPOU3BOJACTBA: 07.2026 HOMEP CEPTU®UKATA AHAJIN3A: 3625/26
HOMEP AHAJINTUYECKOMN METO/IUKH: JATA UCTEYEHMUS CPOKA IOJHOCTU:
SRAS-9WACNM.6 06.2029

AHAJIMTHNYECKASA CCBIJIKA: HopmatuBHbIi fokyMeHT 1o kagecTBy JIIT-Ne(011094)-(PT-RU) ot 25.07.2025

BHYTPEHHUI KOJI MNPOJYKTA KJIMEHTA: 80823482

HAUMEHOBAHUE A®C: OxcumeTa30JiiHa THIPOXJIOPUT

MHH: OxcuMeTa30InH

HOMEP CEPUM ITPOU3BOJUTEJISA ADC: 24282040

HOMEP CEPUM A®C ITPOU3BOAUTEJIA I'TI: 26030379

MNPOU3BOJUTEJIb U CTPAHA MNPOU3BOJACTBA A®C: Siegfried PharmaChemikalien Minden GmbH,
I'epmaHnus

AJPEC MPOU3BOJAUTEJSA ADC: Karlstrasse 15-39, 42-44
Germany-32423 Minden

3asiBienue o ceprudukanum: «HactosmuMm DNOATBEp)KIAl0, 4YTO  BBIIIEU3JIOKEHHAS
uH(opMmanus SABISETCS TOCTOBEpPHOM M TOuHOM. J[aHHas cepus mpenapara ObLIa MPOU3BENICHA,
BKJIIOYAs YMAaKOBKY / MAPKUPOBKY M KOHTpPOJIb KadecTBA, HAa yKa3aHHOM BbILIE IUIOIIAJKE B
IIOJIHOM COOTBETCTBUM C TpeOoBaHusaMHU Haanmexamell NpOU3BOJACTBEHHOW IPaKTHUKU
EBpazuiickoro 3KOHOMHYECKOI0 CO103a U TPeOOBAaHUAMHM K Ka4eCTBY JIEKAPCTBEHHBIX CPE/CTB, a
TaKkkK€ B COOTBETCTBHUM CO CHEUU(PUKAIUAMU JOChE PETUCTPALIMOHHOTO YJIOCTOBEPEHUS B
cTpa”e-umnoptrepe. [IpoTokosbl O MPOU3BOACTBY, YIAKOBKE M MUCIBITAHUSIM BEpUPHUIIMPOBAHBI,
U YCTaHOBJIEHO UX COOTBETCTBUE TpeOoBaHMsAM Hannexaieil mpon3BOACTBEHHOM NPAKTHKU
EBpa3uiickoro 53KOHOMHUYECKOT'0 COI03a».

AHAJIMTHUK: PEIMEHME: Vmeseporcoeno

bpyno ®apunbs JNATA: 31.12.2016

bearpuc Coyza YIHOJHOMOYEHHOE JIMNO: /noonucano/
373
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SOFARIMEX

INDUSTRIA QUIMICA E FARMACEUTICA, S.A.

FINISHED PRODUCT CERTIFICATE OF ANALYSIS

PRODUCT: Nasivin Nasal Drops 0.01 % Russia

ARTICLE CODE: 704530 BATCH Ne:66759
MANUFACTURE DATE: 07/2026 C.A.:3625/26
ANALYTICAL PROC. N°: SRAS-9WACNM.6 EXP.: 06/2029

ANALYTICAL REFERENCE : Normative documentation JI1-Ne(011094)-(PI-RU) from 25.07.2025

CUSTOMER INTERNAL CODE: 80823482

APl NAME: Oxymetazoline Hydrochloride

INN: Oxymetazoline

API MANUFACTURER BATCH NUMBER: 24282040

FP MANUFACTURER APl BATCH NUMBER: 26030379

APl MANUFACTURED BY & COUNTRY: Siegfried PharmaChemikalien Minden GmbH, Germany

ADDRESS OF THE API MANUFACTURER: Karlstrasse 15-39, 42-44
Germany-32423 Minden

TESTS SPECIFICATIONS RESULTS
Appearance Transparent or almost transparent, almost
colorless to light yellow solution. Complies
Identification
Oxymetazoline hydrochiroide Retention time of the main peak in the
chromatogram of the test solution should comply
with retention time of the main peak in the Positive

chromatogram of oxymetazoline hydrochloride
standard solution obtained in the Assay test.

Retention time of the main peak in the
chromatogram of the test solution should
comply with retention time of the main peak in Positive
the chromatogram of benzalkonium chloride
standard solution obtained in the Assay test.

Benzalkonium chloride

Clarity The opalescence of the product should not
exceed the opalescence of the reference Complies
suspension |/purified water.

Color of solution The product should be colorless or be
comparable to reference solution Y?. Complies
Relative density (d 20/20) From 1.006 to 1.010
1.006
pH From 5.5t0 6.5
5.9
Osmolality From 270 to 330 mOsmol/kg

288 mOsmol/kg
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SOFARIMEX

INDUSTRIA QUIMICA E FARMACEUTICA, 5.A.

FINISHED PRODUCT CERTIFICATE OF ANALYSIS

PRODUCT: Nasivin Nasal Drops 0.01 % Russia

ARTICLE CODE: 704530 BATCH Ne:66759
MANUFACTURE DATE: 07/2026 C.A.:3625/26
ANALYTICAL PROC. N°: SRAS-9WACNM.6 EXP.: 06/2029

ANALYTICAL REFERENCE : Normative documentation JTM-Ne(011094)-(PT-RU) from 25.07.2025

CUSTOMER INTERNAL CODE: 80823482

API NAME: Oxymetazoline Hydrochloride

INN: Oxymetazoline

APl MANUFACTURER BATCH NUMBER: 24282040

FP MANUFACTURER API BATCH NUMBER: 26030379

APl MANUFACTURED BY & COUNTRY: Siegfried PharmaChemikalien Minden GmbH, Germany

ADDRESS OF THE APl MANUFACTURER: Karlstrasse 15-39, 42-44
Germany-32423 Minden

TESTS SPECIFICATIONS RESULTS
Impurities
Impurity A (hydrolysis product) Not more than 0.5% ND
Impurity ZP-1 Not more than 0.5% ND
Individual unidentified impurity Not more than 0.1% <LQ
Total impurities Not more than 1.2% <LQ
Assay
Oxymetazoline hydrochloride From 95 to 105ug/mL of oxymetazoline
hydrochloride 98.7 ug/ml
Benzalkonium chloride From 45 to 55 pg/mL of benzalkonium chloride 48 ua/mi
or from 90 to 110 ug/ ml of a 50% Hg/m
benzalkonium chloride solution.
Microbial purity
Total aerobic microbial count (TAMC) Not more than 10° CFU / ml <1 CFU/ml
Total combined yeast and molds count (TYMC) 1 <1 CFU/ ml
Pseudomonas aeruginosa Egt more.th?n 1|O CFU/ml
Staphylococcus aureus senceinim Absent/ml
Absence in 1 ml
Absent/ml
. 5mL in an amber glass bottle with a polypropylene
Packaging screw cap with an integrated pipette made of
glass type 3 (Eur. Ph.) and bromobutyl rubber.
1 bottle and patient information leaflet in a carton Complies
pack.
1 bottle and patient information leaflet in a carton
pack.
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SOFARIMEX

INDUSTRIA QUIMICA E FARMACEUTICA, S.A.

FINISHED PRODUCT CERTIFICATE OF ANALYSIS

PRODUCT: Nasivin Nasal Drops 0.01 % Russia ]
ARTICLE CODE: 704530 BATCH Ne:66759

MANUFACTURE DATE: 07/2026 C.A.:3625/26

ANALYTICAL PROC. N°: SRAS-9WACNM.6 EXP.: 06/2029

ANALYTICAL REFERENCE : Normative documentation JIN-Ne(011094)-(Pr-RU) from 25.07.2025

CUSTOMER INTERNAL CODE: 80823482

API NAME: Oxymetazoline Hydrochloride
INN: Oxymetazoline

APl MANUFACTURER BATCH NUMBER: 24282040

FP MANUFACTURER API BATCH NUMBER: 26030379
APl MANUFACTURED BY & COUNTRY: Siegfried PharmaChemikalien Minden GmbH, Germany

ADDRESS OF THE API MANUFACTURER: Karlstrasse 15-39, 42-44
Germany-32423 Minden

TESTS SPECIFICATIONS RESULTS

Information is given in Section 1.3.2 of
Module 1 of the marketing authorization
application.

Labeling Complies

Storage: At the temperature not more than 25°C.

Shelf life: 3 years (-1 month). Use the product within 12 months after the first opening of the bottle.

Name, address, authorization No for FP manufacturing | Sofarimex-IndUstria Quimica e Farmacéutica, S.A., Portugal, Av. das
site / Control site / Release site Industrias — Alto do Colaride, Cacem, 2735-213, Portugal (License
No. F027/001/2024)

REMARKS: The Product conforms to ND JTN-Ne(011094)-(PT-RU) from 25.07.2025

BATCH REMARKS: ==

]

Declaration of certification: «| hereby certify that the above information is authentic and accurate. This batch of product has been
manufactured, including packaging/labeling and quality control at the above-mentioned site(s) in full compliance with the GMP
requirements of the Eurasian Economic Union and requirements to the medicinal quality and with the specifications in the Marketing
Authorization dossier of the importing country. Production, packaging and testing records are verified and their compliance with Good
Manufacturing Practice of the Eurasian Economic Union is establishedy.

ANALIST: P |
DECISION:  //, ,l_/
Bruno Farinha DATE: -,/ ji

Beatriz Sousa Ve i g A
QUALIFIED PERSON: (//

/

IMP.4.16






