SOFARIMEX

INDUSTRIA QUIMICA E FARMACEUTICA, S.A,

CEPTUD®UKAT AHAJIN3A 'OTOBOTI'O ITPEITAPATA

ITPEITAPAT: Ha3uBun, 0,025 %, xanjau Ha3zaabHble, Poccus

KO/ ITPEITAPATA: 704531 HOMEP CEPUH: 66299

JATA ITPOU3BOJACTBA: 03.2026 HOMEP CEPTU®HUKATA AHAJIN3A: 1785/26
HOMEP AHAJIUTUYECKOMN METO/IUKMH: JATA HCTEYEHUA CPOKA TOAHOCTH:
SRAS-9WACRV.3 02.2029

AHAJIUTHYECKAS CCBUIKA: Hopmatuenas nokymenrarusi: JITT-Ne(011094)-(PT-PU) ot 25.07.2025

BHYTPEHHUM KOJI TPOJIYKTA KJIAEHTA: 80823479

HAUMEHOBAHHUE A®C: OxcumeTa3oJiiHa THAPOXJIOPUT

MHH: OxcumeTa3oanH

HOMEP CEPUH ITPOU3BOJUTEJIA ADC: 24272100

HOMEP CEPUU A®C ITPOU3BOJAUTEJIA I'Tl: 25070151

MMPOU3BOAUTEJIb 1 CTPAHA TPOU3BOJACTBA A®C: Siegfried PharmaChemikalien Minden GmbH,
T'epmanus

AJIPEC TIPOU3BOJIUTEJIA ADC: Karlstrasse 15-39, 42-44
Germany-32423 Minden

HNCHBITAHUA CIIEHNOUKALINN PE3YJIBTATBI

Onucanne IIpo3pauHsblii WIK IOYTH IPO3PAYHBII CoOTBETCTBYET
pacTBop, HOYTH OECI[BETHBIN I CBETIIO-
JKEJTOTO IIBETA.

Nnentunduxanus Bpewms ynep>xuBaHusi OCHOBHOIO ITMKA Ha ITonoxurensHbIH
OxcuMeTa3o0IuHA THAPOXJIOPH] XpOMaTOrpaMMe UCIIBITYEMOTO pacTBOpa pe3yabTar
JIOJDKHO COOTBETCTBOBATH BPEMEHHU
yAEp>KUBaHHsI OCHOBHOI'O MTMKA Ha
XpoMaTOrpaMMe CTaHAApTHOI'O pacTBopa
OKCHUMETa30JIMHA THAPOXJIOPU/IA,
MIOJIYYE€HHOH NMPU KOJINYECTBEHHOM

OIpEe/ICICHUH.
BeH3aaKoHus XJI0pUT BpeMs yaep>KuBaHUsi OCHOBHOTO THKA HA [Mo0KUTENbHBIN
XpOMaTorpaMmme UCIBbITYEMOT0 PacTBOpa pe3ynbTar

JIOJDKHO COOTBETCTBOBATH BPEMEHH
yIepKUBaHHSI OCHOBHOT'O MMHKa Ha
XpoMaTorpaMmme CTaHIapTHOTO PacTBoOpa
OCH3AIIKOHUS XJIOPH/A, TIOJyYSHHOMN MPH
KOJINYECTBEHHOM OIPEACICHHUH.

IIpo3paunocTh OmnanecneHys npemnapara He JODKHA CooTtBeTcTBYET
IIPEBBIATH ONAJIECLEHIUH CyCIIEH3UN
cpaBHeHus |/Bozbl OUMIIICHHOH.

IIBeTHOCTH pacTBOpa [Mpenapar nomkeH ObITH OECIBETHBIM WII CooTBeTCTBYET
COIMOCTAaBUMBIM C PaCTBOPOM
cpaBHeHUs Y.

OTHocuTeabHas WI0THOCTH (d 20/20) Ot 1,006 1o 1,010 1,008

pH Ot 5,5 10 6,5 5,9

OCcMOJISJIBHOCTD Ot 270 g0 330 MmOcMm/kr 286 MOcm/kr
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SOFARIMEX

INDUSTRIA QUIMICA E FARMACEUTICA, S.A,

CEPTUD®UKAT AHAJIN3A 'OTOBOTI'O ITPEITAPATA

ITPEITAPAT: Ha3uBun, 0,025 %, xanjau Ha3zaabHble, Poccus

KO/ ITPEITAPATA: 704531 HOMEP CEPUH: 66299

JATA ITPOU3BOJACTBA: 03.2026 HOMEP CEPTU®HUKATA AHAJIN3A: 1785/26
HOMEP AHAJIUTUYECKOMN METO/IUKMH: JATA HCTEYEHUA CPOKA TOAHOCTH:
SRAS-9WACRV.3 02.2029

AHAJIUTHYECKAS CCBUIKA: Hopmatuenas nokymenrarusi: JITT-Ne(011094)-(PT-PU) ot 25.07.2025

BHYTPEHHUM KOJI TPOJIYKTA KJIAEHTA: 80823479

HAUMEHOBAHHUE A®C: OxcumeTa3oJiiHa THAPOXJIOPUT

MHH: OxcumeTa3oanH

HOMEP CEPUH ITPOU3BOJUTEJIA ADC: 24272100

HOMEP CEPUU A®C ITPOU3BOJAUTEJIA I'Tl: 25070151

MMPOU3BOAUTEJIb 1 CTPAHA TPOU3BOJACTBA A®C: Siegfried PharmaChemikalien Minden GmbH,
T'epmanus

AJIPEC TIPOU3BOJIUTEJIA ADC: Karlstrasse 15-39, 42-44
Germany-32423 Minden

NCIIBITAHUSA CIIEHM®UKALINHN PE3YJIBTATHI
IIpumecu
[Iprmecs A (TIpOITYKT THIPONH32) He 6oitee 0,5 % H/O
IIpumecs ZP-1 He 6oiee 0,5 % H/O
Ennandnas HenaeHTHUIPOBAHHASL
IIpUMECh He 6oiee 0,1 % H/O
CyMma npumeceit He 6onee 1,2 % H/O
KosnyecTBeHHOE OnpeneeHne
OkcuMeTazonrHa TUAPOXIOPHU Ot 237,5 1o 262,5 MKr/mi 249,1 MKr/Mi

OKCHMETA30JIMHA THIPOXJIOpHIA

benszankonus xynopun Ot 45 10 55 MKr/MI1 OEH3aIKOHUS 48 MKr/mi

xsopuaa wim ot 90 no 110 mxr/mia 50 %
pacTBOpa OEH3AIKOHUS XJIOpHIA.

MukpoGuoIornyecKast YMCTOTa
OO6ee 9rciio adpoOHBIX MUKPOOPTaHU3MOB

(OUAM) He 6onee 10> KOE/mn <1 KOE/mn
OO61Iee 9rcio IPOAOKEBBIX H TIIECHEBBIX <1 KOE/mn
rputdos (OYJIIII) He 6onee 10! KOE/mn
Pseudomonas aeruginosa OtcytctBre B 1 Mt OTCyTCTBYIOT/MI
Staphylococcus aureus OtcytctBHe B | M OTCYTCTBYIOT/MI
YnakoBka ITo 10 mx1 npenapara Bo (h1akoH TEMHOTO

CTEKJIa C HAaBUHYHMBAaEMOM

HOJUIMPONMIEHOBOH KPBILIKOH CO CooTBeTcTBYET

BCTPOCHHO MUIIETKON U3 CTEKIA TUIMa 3
(EBp. @.) n 6poMOyTHIKayUyKa.

1 ¢akoH ¥ HHCTPYKIHSI ITO CooTBeTCTBYET
MEIUIITHCKOMY ITPUMEHEHHUIO TIpenapaTa
B IaYKy KapTOHHYIO.

MapkupoBka Wudopmarms npusenena B Pasgene 1.3.2
Mogpyns 1 3asBieHuUs Ha TTOJTyYeHUE CooTBeTCTBYET
PETUCTPAIIMOHHOTO YIOCTOBEPEHHSL.
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SOFARIMEX

INDUSTRIA QUIMICA E FARMACEUTICA, S.A,

CEPTUD®UKAT AHAJIN3A 'OTOBOTI'O ITPEITAPATA

ITPEITAPAT: Ha3uBun, 0,025 %, xanjau Ha3zaabHble, Poccus

KO/ ITPEITAPATA: 704531 HOMEP CEPUH: 66299

JATA ITPOU3BOJACTBA: 03.2026 HOMEP CEPTU®HUKATA AHAJIN3A: 1785/26
HOMEP AHAJIUTUYECKOMN METO/IUKMH: JATA HCTEYEHUA CPOKA TOAHOCTH:
SRAS-9WACRV.3 02.2029

AHAJIMTUYECKAS CCBIJIKA: Hopmatusaas nokymenranus: JIIT-Ne(011094)-(PT"-PU) ot 25.07.2025
BHYTPEHHHUM KOJI TPOJYKTA KJIMEHTA: 80823479

HAUMEHOBAHHUE A®C: OxcumeTa3oJiiHa THAPOXJIOPUT

MHH: OxcumeTa3onuH

HOMEP CEPUHU TPOU3BOAUTEJIA A®C: 24272100

HOMEP CEPUU A®C TPOU3BOAUTEJIA I'TT: 25070151

MMPOU3BOAUTEJIb 1 CTPAHA TPOU3BOJACTBA A®C: Siegfried PharmaChemikalien Minden GmbH,
T'epmanus

AJIPEC TIPOU3BOJIUTEJIA ADC: Karlstrasse 15-39, 42-44

Germany-32423 Minden

HUCIIBITAHUSA CHEIUOUKALINU PE3YJIbTATHBI

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

Cpoxk rogaoctu: 3 rona (-1 mecsir). [Tocie mepBoro BCKpBITHS (IIaKOHA UCTIONB3YHTE Mpenapar B TeUCHHE
12 MecsIeB.

HaumeHoBaHue, ajpec, HOMeP JIHIIEH3UU HA

MPOU3BO/ICTBO s TJIOIIAIKY MPOU3BOACTBA Sofarimex-Indiistria Quimica e Farmaceutica, S.A., Portugal,
TOTOBOI0 MPOAYKTA / MIOIIAAKH KOHTPOJIS Av. das Industries - Alto do Colaride, Cacem, 2735-213,
Ka4yecTBa / IVIOIIAJAKH BBHINYCKA NPOAYKIHH [Mopryranust (Homep junensuu: F027/001/2024)

MNPUMEYAHMUSA: IIpenapar coorsercrByer HJI JITI-Ne(011094)-(PT-RU) ot 25.07.2025.

INPUMEYAHUA 11O CEPUHN

3asBiaenne o ceprudukamun: «HacTosmuMm HOATBEPXKIAI0, YTO BBIIICH3IIOKCHHAS HHGOPMAIHS SIBISCTCS
JIOCTOBEpHOI u ToYHOH. [laHHas cepust mpernapara ObUIa IPOU3BEICHA, BKIIIOYAsl YIIAKOBKY/MapKUPOBKY M KOHTPOJIIb
KagecTBa, HA YKa3aHHOM BBIMIE IUIOMIAJKE B IOJHOM COOTBETCTBHM ¢ TpeboBaHmsMu Harexamiei
MIPOM3BOJICTBEHHON MPAKTHKHA EBPa3sHiicCKOro ’KOHOMHYECKOTO COI03a M TPEOOBAHMAMH K Ka4eCTBY JIEKaPCTBEHHBIX
CPEICTB, a TaKKe B COOTBETCTBHM CO CHEIHM(DHUKANMAMHI TOChE PETHCTPALHMOHHOTO YAOCTOBEPEHHS B CTpaHe-
umnoprepe. [IpoTOKOIBI MO MPOU3BOJICTBY, YHAKOBKE M HCHBITAHUAM BEpU(HUIMPOBAHBI, W YCTAHOBICHO WX
COOTBETCTBHE TpeboBaHUsIM Hasyrexaniel mporu3BOICTBEHHOM MPAKTUKN EBpa3HiicKOro SKOHOMHUYECKOTO COI03a).

AHAJIUTUK: PEIMEHMUE: Vmesepowcoeno

Jlxoana MapTuHc JIATA: 24.04.2026

M. tnec Pubeiipo YIIOJIHOMOYEHHOE JIVTO: /nodnucarno/
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SOFARIMEX

INDUSTRIA QUIMICA E FARMACEUTICA, 5.4,

FINISHED PRODUCT CERTIFICATE OF ANALYSIS

PRODUCT: Nasivin Nasal Drops 0.025 % Russia

ARTICLE CODE: 704531 BATCH Ne :66299
MANUFACTURE DATE:: 03/2026 C.A.: 1785/26
ANALYTICAL PROC. N°: SRAS-9WACRV.3 EXP.: 02/2029

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

CUSTOMER INTERNAL CODE / BHYTPEHHUW KOL NMPOAYKTA KIMUEHTA: 80823479

APl NAME: Oxymetazoline Hydrochloride

INN: Oxymetazoline

API MANUFACTURER BATCH NUMBER: 24272100

FP MANUFACTURER API BATCH NUMBER: 25070151

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

Appearance Transparent or almost transparent, almost Complies
colorless to light yellow solution.

Identification
Oxymetazoline hydrochloride 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 oxymetazoline
hydrochloride standard solution obtained in the
Assay test.

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

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

Color of solution The product should be colorless or be Complies
comparable to reference solution Y7.

Relative density (d 20/20) From 1.006 to 1.010 1.008
pH From 5.510 6.5 59
Osmolality From 270 to 330 mOsmol/kg 286 mOsmol/kg
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SOFARIMEX

INDUSTRIA QUIMICA £ FARMACEUTICA, 5.A,

FINISHED PRODUCT CERTIFICATE OF ANALYSIS

PRODUCT: Nasivin Nasal Drops 0.025 % Russia

ARTICLE CODE: 704531

BATCH Ne :66299

MANUFACTURE DATE:: 03/2026

C.A.: 1785/26

ANALYTICAL PROC. N°: SRAS-9WACRV.3

EXP.: 02/2029

ANALYTICAL REFERENCE: Normative documentation JIM-N2(011094)-(PT-RU) from 25.07.2025

CUSTOMER INTERNAL CODE / BHYTPEHHUW KO/l NPOAYKTA KINUEHTA: 80823479

AP| NAME: Oxymetazoline Hydrochloride

INN: Oxymetazoline

APl MANUFACTURER BATCH NUMBER: 24272100

FP MANUFACTURER APl BATCH NUMBER: 25070151

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% ND
Total impurities Not more than 1.2% ND
Assay -
Oxymetazoline hydrochloride From 237.5 to 262.5 pg/mL of oxymetazoline 249.1 pg/mL
hydrochloride
Benzalkonium chloride From 45 to 55 pg/mL of benzalkonium chloride 48 pg/mL
or from 90 to 110 g/ m! of a 50%
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 rnore.th?n 110 CFU fml Absent/ml
Staphylococcus aureus senes I m Absent/ml
Absence in 1 ml
Packaging 10mlin a brown glass bottle with
a polypropylene screw cap with an integrated
pipette made of glass type 3 (Eur. Ph.) Complies
and bromobutyl rubber.
1 bottle and patient information leaflet in a carton Complies
pack. /
Labeling Information is given in Section 1.3.2 of
Module 1 of the marketing authorization Complies

application.
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SOFARIMEX

INDUSTRIA QLIMICA £ FARMACEUTICA, .4,

FINISHED PRODUCT CERTIFICATE OF ANALYSIS

PRODUCT: Nasivin Nasal Drops 0.025 % Russia

ARTICLE CODE: 704531 BATCH Ne :66299
MANUFACTURE DATE:: 03/2026 C.A.: 1785/26
ANALYTICAL PROC. N°: SRAS-9WACRV.3 EXP.: 02/2029

ANALYTICAL REFERENCE: Normative documentation J1M-Ne(011094)-(PT-RU) from 25.07.2025

CUSTOMER INTERNAL CODE / BHYTPEHHWUW KOf NPOAYKTA KITUEHTA: 80823479

API NAME: Oxymetazoline Hydrochloride

INN: Oxymetazoline

API MANUFACTURER BATCH NUMBER: 24272100

FP MANUFACTURER API BATCH NUMBER: 25070151
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

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

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

Sofarimex-Industria Quimica e Farmacéutica, S.A., Portugal, Av. das
Industrias — Alto do Colaride, Cacem, 2735-213, Portugal (License

No. F027/001/2024)

Name, address, authorization No for FP manufacturing
site / Control site / Release site

REMARKS: The Product conforms to ND JI11-Ne(011094)-(PI-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 established».

ANALIST: DECISION: A{f Ow Je Cj-’\
Joana Martins DATE: Dufoy oLG
M. Inés Ribeiro QUALIFIED PERSON:
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S

CERTIFICATE OF TRANSLATION / CEPTU®UKAT NEPEBOA

Name of the document / 66299
HasBaHue fgokymeHTa

This certificate confirms that the document 66299 originally written in English was translated in
accordance with service agreement in force from English into Russian by certified interpreter, who
has sufficient experience to perform translation and verify the document. This certificate also
confirms that translation was checked for correctness and completeness against the source
document / [laHHbIN cepTUdMKaT NOATBEPXKAAET, YTO AOKYMeHT 66299, usHavyanbHO HanucaHHbIN
Ha aHrnuinckom sisbike, Obln nepeBefeH B COOTBETCTBUAM C AEWCTBYIOLMM COrnalieHneM o6
OKasaHuM ycnyr C aHrnuicKoro sidbika Ha PyCcCKUA 5i3biK CEPTUMULMPOBAHHLIM NEPEBOAYUKOM,
obnaaatoLmm AOCTaTOYHBIMU HaBbIKaMU AMS OCYLLECTBNEHUS NepeBoaa v NPOBEpPKU [OKyMEHTa.
flaHHbin cepTudmkaT Takke NoATBEPKAAET, YTO NepeBos, NpoLLen NPOBEPKY Ha NPaBUIIbHOCTb U
MOSHOTY OTHOCUTENbHO UCXOAHOIO AOKYMEHTA.

Evdokimova Ksenia / Translator
Translation performed by /
MNepeBog BbINOMHEH:

Date and Signature / Jatra n 28.05.26
noanuch

EspoknmoBa Kcenus / Mepesoaumk

\0

Translation checked for Karim Halida / Head of Quality Control Department
correctness and completeness
by / TlepeBos npoBepeH Ha
NPaBUNbLHOCTL W MOMHOTY:

Kapum Xanuaa / Pykosogutens Otaena KoHtpons Kayectsa

Date and Signature / Jata n 28.05.26 o ~
noanuck i
/-

-




