SOFARIMEX

INOUSTRIA QUIMICA E FARMACEUTICA, S.A,

CEPTUDUKAT AHAJIN3A I'OTOBOI'O ITPEITAPATA

TTPEITAPAT: Ha3uBun, 0,025 %, xanjau HazaabHble, Poccus

KO/ ITPEITAPATA: 704531 HOMEP CEPUMH: 66351
JATA ITPOU3BOJACTBA: 03.2026 HOMEP CEPTU®HUKATA AHAJIN3A: 1790/26
HOMEP AHAJIUTUYECKOMN METOJIUKMH: JATA HCTEYEHUA CPOKA TOAHOCTH: 02.2029

SRAS-9WACRV3.

AHAJIMTUYECKAS CCBIJIKA: Hopmatushas nokymenranus: JIIT-Ne(011094)-(PT"-PU) ot 25.07.2025

BHYTPEHHUM KOJI TPOJIYKTA KJIAEHTA: 80823479

HAUMEHOBAHUE A®C: OxcumeTa3oJIiHA THAPOXJIOPUT

MHH: OxcumeTa3oanH

HOMEP CEPUH ITPOU3BOJAUTEJIA ADC: 24272100

HOMEP CEPUHU A®C ITPOU3BOJAUTEJIA I'Tl: 25070151

MNPOU3BOAUTEJIb U CTPAHA MPOU3BOJACTBA A®C: Siegfried PharmaChemikalien Minden GmbH,
T'epmanus

AJIPEC TIPOU3BOJIUTEJISI A®C: Karlstrasse 15-39, 42-44
Germany-32423 Minden

HCIIBITAHUSA CIHEIIUOUKALINU PE3YJIbTATHBI

Onucanne IIpo3paunelii wuaM TOYTH Mpo3pauHblil  pacTBOp, mouTH | COOTBETCTBYET
OecLBETHBII MIIN CBETJIO-)KEJITOTO LIBETA.

HUnentuduranust Bpemsi yaep>uBaHHsS OCHOBHOrO NHMKa Ha xpomartorpamme | IT070KUTENbHBIN
OxcuMeTa30JuHa UCIIBITYEMOI'0 PacTBOpa JODKHO COOTBETCTBOBATH BPEMEHU pe3ynbTar
THAPOXJIOPH/ ylIepKUBaHHsS  OCHOBHOIO  MNHKa HAa  XpoOMaTorpaMme

CTaH/JAPTHOTO  PacTBOpa OKCHMETa30JHMHA THIAPOXJIOPH.A,
MOJIy4eHHOW TPH KOJMYECTBEHHOM OIPE/ICICHHH.

Ben3zankoHus xJgopujg Bpemst yznepxuBaHMs OCHOBHOIO IMKa Ha Xpomarorpamme | IlomosxkuTenbHblil
HCTIBITYEMOTO PAacTBOpa JOJDKHO COOTBETCTBOBAaTH BpPEMEHHU pe3yabTar
yAEpKUBAaHUS ~ OCHOBHOIO  NHKa Ha  XpoMmarorpamme
CTaHJAPTHOTO pPacTBOpa OCH3AJIKOHUS XJIOPHIA, MOIYYCHHOU
MPU KOJMYECTBEHHOM OIPEICICHUU.

IIpo3paunocTs OnanecueHnuss  mpemapata  He  JoibkHa  mpeBblmath | COOTBETCTBYET
OMAJICCLICHIINY CYCIIEH3UN CPaBHEHUS [/BOIBI OUHIIEHHOM.

IIBeTHOCTH pacTBOpa [Ipenapar nomkeH ObITH OECLBETHBHIM MM COHOCTaBUMBIM C| COOTBETCTBYET
pacTBOpOM CpaBHEHUS Y.

OtHocureabHas mwioTHocrs | Ot 1,006 1o 1,010 1,008
(d 20/20)
pH Ot 5,5 10 6,5 5,9
OCMOJSIIILHOCTD Ot 270 g0 330 MOcm/kr 283 mOcm/kr
IIpumecu
IIpumecs A (TpoayKT
THIIPOIIH3a) He 6oitee 0,5 % H/O
IIpumecs ZP-1 He 6oiee 0,5 % H/O
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SOFARIMEX

INOUSTRIA QUIMICA E FARMACEUTICA, S.A,

CEPTUDUKAT AHAJIN3A I'OTOBOI'O ITPEITAPATA

TTPEITAPAT: Ha3uBun, 0,025 %, xanjau HazaabHble, Poccus

KO/ ITPEITAPATA: 704531 HOMEP CEPUMH: 66351
JATA ITPOU3BOJACTBA: 03.2026 HOMEP CEPTU®HUKATA AHAJIN3A: 1790/26
HOMEP AHAJIUTUYECKOMN METOJIUKMH: JATA HCTEYEHUA CPOKA TOAHOCTH: 02.2029

SRAS-9WACRV3.

AHAJIMTUYECKAS CCBIJIKA: Hopmatushas nokymenranus: JIIT-Ne(011094)-(PT"-PU) ot 25.07.2025

BHYTPEHHUM KOJI TPOJIYKTA KJIAEHTA: 80823479

HAUMEHOBAHUE A®C: OxcumeTa3oJIiHA THAPOXJIOPUT

MHH: OxcumeTa3oanH

HOMEP CEPUH ITPOU3BOJAUTEJIA ADC: 24272100

HOMEP CEPUHU A®C ITPOU3BOJAUTEJIA I'Tl: 25070151

MNPOU3BOAUTEJIb U CTPAHA MPOU3BOJACTBA A®C: Siegfried PharmaChemikalien Minden GmbH,
T'epmanus

AJIPEC TIPOU3BOJIUTEJISI A®C: Karlstrasse 15-39, 42-44
Germany-32423 Minden

HUCHBITAHUSA CIIEHU®UKALIUN PE3VYJIBTATBI
Enunnunas
HEUJICHTU()UITUPOBAHHAS
MPUMECh He 6ouee 0,1 % H/O
Cymma npumeceit He 6onee 1,2 % H/O
KoumuecTBeHHOE
omnpesesieHUue
Oxcnmerazonuia Ot 237 10 262 MKI/MJI OKCHMETa30JIMHA THAPOXIOPHAA 249,2 mxr/mn
THIPOXJIOPH]
benzankonus xmopuy Ot 45 no 55 mMxr/mi 6eH3aKOHUS XJIopuaa wiv ot 90 10 48 MKT/MII

110 mkr/mit 50 % pacTBopa OEH3IKOHIS XJIOPH/A.

Muxpo6uoornueckas
YHCTOTA
OO1iee yncio adpoOHBIX
mukpoopranuszmos (OUAM) | He Gonee 102 KOE/mn <1 KOE/mn
OO11ee YHCI0 APOAIKEBBIX U <1 KOE/mn
nnecHeBbIx rpubos (OYJIIIL) |He 6onee 10! KOE/Mn
Pseudomonas aeruginosa OtcyrctBHE B 1 Mt OTCcyTCTBYIOT/MIT
Staphylococcus aureus OtcyrctBHE B 1 Mt OTCcyTCTBYIOT/MI
YnakoBka ITo 10 M mpemapaTa Bo (Gpy1akoH TEMHOTO CTEKJIA C
HABHHYMBACMOM MOJHUIPONMIEHOBON KPBINIKOW CO BCTPOEHHOM CoOTBETCTBYeT
rmmneTkoi u3 crekia tima 3 (Eep. @.) u 6poMOyTIIIKAaydyKAa.
1 ¢akoH ¥ UHCTPYKLHUS 110 MEAULIMHCKOMY IIPUMEHEHUIO CooTBeTCTBYET
nperapara B HayKy KapTOHHYIO.
MapkupoBka Wudopmanms npusenena B Pasnene 1.3.2 Moayns 1 3asBieHns

HA TIOJTy9eHHUE PETUCTPAIIHOHHOTO YIOCTOBEPEHHSL. CootsercTayer

Ycaosus xpanenusi: [Ipu Temnepatype e Boime 25 °C.

Cpox rogaoctu: 3 roga (-1 mecsn). [Tocie nepBoro BCKphITUS (PIIAKOHA UCIIONB3YHTE MpEnapaT B TCUCHUE
12 Mecs1ieB.
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SOFARIMEX

INOUSTRIA QUIMICA E FARMACEUTICA, S.A,

CEPTUDUKAT AHAJIN3A I'OTOBOI'O ITPEITAPATA

TTPEITAPAT: Ha3uBun, 0,025 %, xanjau HazaabHble, Poccus

KO/ ITPEITAPATA: 704531 HOMEP CEPUMH: 66351
JATA ITPOU3BOJACTBA: 03.2026 HOMEP CEPTU®HUKATA AHAJIN3A: 1790/26
HOMEP AHAJIUTUYECKOMN METOJIUKMH: JATA HCTEYEHUA CPOKA TOAHOCTH: 02.2029

SRAS-9WACRV3.
AHAJIUTHNYECKAS CCBLIKA: Hopmatuenas goxkymenrarusi: JITT-Ne(011094)-(PT-PU) ot 25.07.2025
BHYTPEHHHUM KOJI TPOJYKTA KJIMEHTA: 80823479

HAUMEHOBAHUE A®C: OxcumeTa3oJIiHA THAPOXJIOPUT
MHH: OxcumeTa3oanH
HOMEP CEPUM ITPOU3BOJUTEJISI ADC: 24272100

HOMEP CEPUHU A®C ITPOU3BOJAUTEJIA I'Tl: 25070151

MNPOU3BOAUTEJIb U CTPAHA MPOU3BOJACTBA A®C: Siegfried PharmaChemikalien Minden GmbH,
T'epmanus

AJIPEC TIPOU3BOJIUTEJISI A®C: Karlstrasse 15-39, 42-44
Germany-32423 Minden

HaumeHoBaHue, aapec, HOMeP JIHIEH3UN HA

MPOU3BO/JCTBO s IJIOLIAJIKYN NPOU3BOACTBA Sofarimex-Indiistria Quimica ¢ Farmaceutica, S.A., Portugal,
TOTOBOTO MPOAYKTA / IIOMIATKHA KOHTPOJS Av. das Industries - Alto do Colaride, Cacem, 2735-213,
KAa4eCcTBa / IJIOMIAJAKH BBITYCKA NMPOAYKIHHA [Topryramus (Homep nunenszuun: F027/001/2024)

MNPUMEYAHUSA: IIpenapar coorBerctByeT HJI JITI-Ne(011094)-(PT'-RU) ot 25.07.2025.

INPUMEYAHUA 11O CEPUU

3asBienue o ceprupukanumn: «HacTosmmM TOATBEPKAAI0, YTO BBIMICH3IOKECHHAS HWH(POPMAIUSI SBISIETCS
JIOCTOBEPHOI M TOwHOI. [laHHas cepus mpemapara OblIa MPOW3BEJCHA, BKIIOYAS YIMAKOBKY/MAapKHPOBKY W KOHTPOJIb
KauyecTBa, HA YKAa3aHHOU BBIIIE IUIOMAJKE B TIOJTHOM COOTBETCTBHHU ¢ TpeOoBaHMsAMH Hamexxamieit mpon3BoICTBEHHOM
MpakTUKA EBpa3smiickoro SKOHOMHYECKOTO CO03a M TPEOOBAaHMSIMH K KadeCTBY JICKAPCTBEHHBIX CPENCTB, a TaKKe B
COOTBETCTBHH CO CIICHU(PHUKAINAMHU TOChE PETUCTPAIIMOHHOTO YIOCTOBEPEHHS B CcTpaHe-mMIopTepe. IIpoTokomsr mo
MPOU3BOJICTBY, VIIAKOBKE ¥ WCIBITAHUSAM BEpPU(DHUIMPOBAHBI, W YCTAHOBJICHO HX COOTBETCTBUEC TPEOOBaHUSIM
Hannesxaneii npou3BoICTBEHHOM MpakTUKU EBpazuiickoro 3KOHOMUYECKOI0 COI03a».

AHAJIUTHUK: PEHIEHME: Ymsepocoeno

Jlxoana MapTuHc JATA: 24.04.2026

M. Hnec Pubeiipo YHOJHOMOYEHHOE JIUTO: /nodnucano/
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SOFARIMEX

INDUSTRIA QUIMICA E FARMACEUTICA, 5.A.

FINISHED PRODUCT CERTIFICATE OF ANALYSIS

PRODUCT: Nasivin Nasal Drops 0.025 % Russia

ARTICLE CODE: 704531 BATCH Ne :66351
| MANUFACTURE DATE:: 03/2026 C.A.: 1790/26
ANALYTICAL PROC. N°: SRAS-9WACRV.3 EXP.: 02/2029

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

CUSTOMER INTERNAL CODE / BHYTPEHHWI KO MPOAYKTA KIMEHTA: 80823479

APl NAME: Oxymetazoline Hydrochloride

INN: Oxymetazoline

API 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

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

Complies

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

Benzalkonium chloride Retention time of the main peak in the
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.

Positive

Positive

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

Complies

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

Complies

Relative density (d 20/20) From 1.006 to 1.010

1.008

pH From 5.5t0 6.5

5.9

Osmolality From 270 to 330 mOsmol/kg

283 mOsmol/kg
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SOFARIMEX

INDUSTRIA QUIMICA E FARMACEUTICA, S.A.

FINISHED PRODUCT CERTIFICATE OF ANALYSIS

PRODUCT: Nasivin Nasal Drops 0.025 % Russia

ARTICLE CODE: 704531

BATCH Ne :66351

MANUFACTURE DATE:: 03/2026

C.A.: 1790/26

ANALYTICAL PROC. N°: SRAS-9WACRV.3

EXP.: 02/2029

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

CUSTOMER INTERNAL CODE / BHYTPEHHWUW KOL NPOLYKTA KITMEHTA: 80823479

API NAME: Oxymetazoline Hydrochloride

INN: Oxymetazoline

APl 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
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 pug/mL of oxymetazoline 249.2 ug/mL
hydrochloride
Benzalkonium chloride From 45 to 55 pg/mL of benzalkenium chloride 48 pg/mL
or from 90 to 110 pg/ ml of a 50%
benzalkonium chloride solution.
Microbial purity
Total aerobic microbial count (TAMC) Not more than 10° CFU /mi <1 CFU /ml
Total combined yeast and molds count (TYMC) Not 10" CFU /mi <1 CFU /ml
Pseudomonas aeruginosa Ag more_th?n | m Absent/ml
Staphylococcus aureus wellpg it 1 1 Absent/ml
Absence in 1 mi
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 QUIMICA E FARMACEUTICA, 5.4,

FINISHED PRODUCT CERTIFICATE OF ANALYSIS

PRODUCT: Nasivin Nasal Drops 0.025 % Russia

ARTICLE CODE: 704531 BATCH Ne :66351
MANUFACTURE DATE:: 03/2026 C.A.: 1790/26
ANALYTICAL PROC. N°: SRAS-9WACRV.3 EXP.: 02/2029

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

CUSTOMER INTERNAL CODE / BHYTPEHHWIW KOl NPOAOYKTA KITMEHTA: 80823479

API NAME: Oxymetazoline Hydrochloride
INN: Oxymetazoline

APl 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

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.

Name, address, authorization No for FP manufacturing i 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 J11-Ne(011094)-(Pr-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: —— // f“) 70724 |
Joana Martins DATE: ) 4 /(-’ % /d’;f’,.(:.—
M. Inés Ribeiro QUALIFIED PERSON: (/|
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CERTIFICATE OF TRANSLATION / CEPTU®UKAT NEPEBOJA

Name of the document / 66351
HasBaHue gokymeHTa

This certificate confirms that the document 66351 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 / [laHHblii cepTudmkaT noaTeepXnaeT, YTo AOKYMEHT 66351, naHavyanbHO HanUCaHHbIN
Ha aHrnuiickom sisbike, Gbin nepeBefieH B COOTBETCTBUM C [AEWCTBYIOLMM COrnalieHuem o6
OKa3aHUM ycnyr € aHrrMinckoro si3bika Ha PYcCKUn S3biK CepPTUCULMPOBAHHLIM NEPEBOAYMUKOM,
06nafaloLwnmM [OCTATOYHBIMIA HaBbIKAMW AN OCYLLECTBIIEHUS NEPeBoaa U NPOBEPKN AOKYMEHTA.
[aHHbIi cepTudmKaT Taloke NOATBEPKAAET, YTO NEPEBOA MPOLLEn NPOBEpPKY Ha NPaBUNbHOCTL U
MOHOTY OTHOCUTENbHO MCXOAHOIO AOKYMEHTA.

Evdokimova Ksenia / Translator
Translation performed by /
MNepeBog BbINOMHEH:

Date and Signature / Jatra un 28.05.26
noanuch

EsnokumoBa Kcenus / Mepesogunk 3

)

Translation checked for Karim Halida / Head of Quality Control Department
correctness and completeness
by / MNepeBoag npoBepeH Ha
NPaBuNbHOCTb U NOMHOTY:

Date and Signature / Jata n 28.05.26
noanucb

Kapum Xanupa / Pykosogutens Otaena KoHTpons KauecTsa




