SOFARIMEX

INDUSTRIA QUIFAICA E FARMACEUTICA, 5.0,

CEPTUD®UKAT AHAJIN3ATOTOBOI'O ITPEITAPATA

TTPEITAPAT: Ha3uBun, 0,025 %, kanju HazajibHble, Poccust

KO/ ITPEITAPATA: 704531

HOMEP CEPUMH: 66297

JATA ITIPOU3BOJCTBA: 03.2026

HOMEP CEPTUD®UKATA AHAJIN3A: 1417/26

HOMEP AHAJIUTUYECKOMN METOIUKMH:

SRAS-9WACRV.3

02.2029

JATA UHCTEYEHUA CPOKA TOAHOCTH:

AHAJIMTUYECKAS CCBIJIKA: HopmatuBHbIi TokyMeHT 1o kadectBy JIII-Ne(011094)-(PI'-RU) ot

25.07.2025

BHYTPEHHU KO/ TPOJIYKTA KJIUEHTA: 80823479

HAUMEHOBAHHUE A®C: OxcumeTa30JIiHA THAPOXJIOPUT

MHH: OxcumeTa3oanH

HOMEP CEPUHU ITPOU3BOAUTEJIA A®C: 24272100

HOMEP CEPUHN A®C ITPOU3BOJAUTEJIA I'Tl: 25070151

MNPOU3BOAUTEJIb 1 CTPAHA TPOU3BOJACTBA A®C: Siegfried PharmaChemikalien Minden GmbH,

T'epmanus

AJJPEC TPOU3BOJUTEJIA A®DC:

Karlstrasse 15-39, 42-44
Germany-32423 Minden

HNCIIBITAHUS CIIEHM®UKALINN PE3YJIbTATHBI
Onucanne [Ipo3paunslii WIM TOYTH MPO3pAdHBIA pacTBOp, moutd| COOTBETCTBYET
OecCIBETHBIH HITH CBETJIO-KENTOTO I[BETA.
Nnentunduxanus
Oxcumera3onuHa ruapoxjopux | Bpems YAEpKUBAHUS OCHOBHOTO IKa Ha | IlojoxuTenpHBIN
XpoMaTorpaMMe  HCHIBITYeMOTO  pacTBOpa  JOJDKHO pe3yabTaT
COOTBETCTBOBATh BPEMCHH YACPKHUBAHUS OCHOBHOTO
MMKa Ha XpoMaTorpaMMe CTaHJapTHOTO pacTBOpa
OKCHMETA30JIMHa TUAPOXJIOPUAA, MOJYYCHHOW IpHU
KOJINYECTBEHHOM OMPECICHHH.
Ben3zankoHus xJgopujg Bpems YAEpKUBAHUS OCHOBHOTO MHKa Ha | IlonoxuTenbHBbIi
XpOMaTorpaMMe  HUCHBITYEMOTO  PacTBOpa  JOJDKHO pe3ynbTart
COOTBETCTBOBATh BPEMCHU YACPKUBAHHUSI OCHOBHOTO
NUKa Ha XpOMaTorpaMMe CTaHJAPTHOTO pPacTBOpa
OCH3aJIKOHUS XJIOpUAA, MOJYYCHHOM npu
KOJINYECTBEHHOM OMPECICHHH.
IIpo3paunocTh OnanecueHnus mnpemapara HE JODKHA mpeBbimaTh | COOTBETCTBYET
OMajeCUCHINH CyCIICH3UH cpaBHeHUs [/Bojbl
OUYHLICHHOH.
LBeTHOCTH pacTBOpa Ipemapar JIOJDKEH OBITh OecLBETHBIM win | CoOTBETCTBYET
COIOCTABUMBIM C PACTBOPOM CPaBHEHHS Y 7.
OTHocHUTe/IbHAA ILIOTHOCTH Ot 1,006 o 1,010 1,007
(d 20/20)
pH Ot 5,5 10 6,5 5,9
OcMOJSIIIBHOCTD Ot 270 mo 330 MOcm/kr 286 MOcwm/kr
IIpumecu
IIpmmecs A (mponykt runponnsa) | He 6omee 0,5 % <IIO
IIpumecs ZP-1 He 6oiee 0,5 % <IIO
Ennanganas He 6onee 0,1 % <TIKO
HEUJICHTH(HUITUPOBAHHAS TIPUMECH
CymMma mpumeceit He 6oiee 1,2 % <IIKO

1/3

WIIIL.5.14




SOFARIMEX

INDUSTRIA QUIFAICA E FARMACEUTICA, 5.0,

CEPTUD®UKAT AHAJIN3ATOTOBOI'O ITPEITAPATA

TTPEITAPAT: Ha3uBun, 0,025 %, kanju HazajibHble, Poccust

KO/ ITPEITAPATA: 704531

HOMEP CEPUMH: 66297

JATA ITIPOU3BOJCTBA: 03.2026

HOMEP CEPTUD®UKATA AHAJIN3A: 1417/26

HOMEP AHAJIUTUYECKOMN METOIUKMH:

SRAS-9WACRV.3

02.2029

JATA UHCTEYEHUA CPOKA TOAHOCTH:

AHAJIMTUYECKAS CCBIJIKA: HopmatuBHbIi TokyMeHT 1o kadectBy JIII-Ne(011094)-(PI'-RU) ot

25.07.2025

BHYTPEHHU KO/ TPOJIYKTA KJIUEHTA: 80823479

HAUMEHOBAHHUE A®C: OxcumeTa30JIiHA THAPOXJIOPUT

MHH: OxcumeTa3oanH

HOMEP CEPUHU ITPOU3BOAUTEJIA A®C: 24272100

HOMEP CEPUHN A®C ITPOU3BOJAUTEJIA I'Tl: 25070151

MNPOU3BOAUTEJIb 1 CTPAHA TPOU3BOJACTBA A®C: Siegfried PharmaChemikalien Minden GmbH,

T'epmanus

AJJPEC TPOU3BOJUTEJIA A®DC:

Karlstrasse 15-39, 42-44
Germany-32423 Minden

HUCIIBITAHUSA

CHENU®UKALINA

PE3YJIBTATBI

KoaunuecTBenHoe onpeaejaceHue

OkcHuMeTa30IrHa THAPOXIOPHT Or 237,5 1o 262,5 MKr/MiI OKCHMETA30JIMHA 252,0 Mxr/mn
THIPOXIIOpHIA

benzankonus xmopuy Ot 45 o 55 Mkr/mn 6eH3JIKOHUS XJopuna uik ot 90 10 48 MKT/MII
110 mxr/mi 50 % pacTBopa OeH3aTKOHHS XJIOpHIA

Mukpo0uoaoruyeckasi YucToTa

Ob6mee urciio adpoOHBIX He 6onee 10> KOE/mn <1 KOE/mn

MukpooprannzMoB (TAMC)

OO611ee 9rucio IPOAOKEBBIX H He 6onee 10! KOE/mn <1 KOE/mn

miecHeBbIX rpudoB (TYMC)

Pseudomonas aeruginosa OtcytcTBre B 1 Mt OTCyTCTBYIOT/MI

Staphylococcus aureus OtcyrcrBue B 1 M OTCYTCTBYIOT/MIT

YnakoBka I[Io 10 mn npemapara Bo ¢nakoH TemHoro crekina c| CooTBeTcTBYeT
HAaBUHYMBAEMON  TOJIUIPONUICHOBOM  KPBIIIKOW €O
BCTPOCHHOUW mmmeTkoir u3 crekina tuna 3 (Esp. @.) u
OpoMOyTHIIKaydyKa.
| pmakon w  wWHCTpyKmusS 1o  MeaunuHCKOMY | COOTBETCTBYET
PUMEHEHHUIO TpenapaTa B Ma9Ky KapTOHHYIO.

MapkupoBka Wndpopmammss mnpuBenena B Pasgene 1.3.2 Monynsa 1| CootBeTcTByeT

3asIBICHUS Ha
YIOCTOBEPEHHUS.

MOJTyYeHHE PETHUCTPAIIOHHOTO

Ycaosus xpanenns: [Ipu Temneparype e Boimie 25 °C.

Cpok rognoctu: 3 rozma (—1 mecsm). Ilocnme mepBoro BCKpbITHS (hIakOHA HCIIONB3YHTE MNpenapar B TEUCHHE

12 Mecs1ieB.

HaumeHoBaHue, agpec, HOMep JHIEH3MH Ha
NMPOU3BOACTBO JJIsl IJIOIIAJKH MPOU3BOACTBA
rOTOBOI0 MPOAYKTA / IUIOIIAJKH KOHTPOJIS
KayecTBa / MJI0IAAKH BbINMYCKAa MPOAYKIHH

Sofarimex-Industria Quimica e Farmaceutica, S.A., Portugal, Av.
das Industrias — Alto do Colaride, Cacem, 2735-213,
[optyranus (Homep auuenzun: F027/001/2024)
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SOFARIMEX

INDUSTRIA QUIFAICA E FARMACEUTICA, 5.0,

CEPTUD®UKAT AHAJIN3ATOTOBOI'O ITPEITAPATA

TTPEITAPAT: Ha3uBun, 0,025 %, kanju HazajibHble, Poccust

KO/ ITPEITAPATA: 704531 HOMEP CEPUMH: 66297

JATA TTPOU3BOJACTBA: 03.2026 HOMEP CEPTUD®UKATA AHAJIN3A: 1417/26
HOMEP AHAJIUTUYECKOMN METOIUKMH: JATA UHCTEYEHUA CPOKA TOAHOCTH:
SRAS-9WACRV.3 02.2029

AHAJIMTUYECKAS CCBIJIKA: HopmatuBHbIi TokyMeHT 1o kadectBy JIII-Ne(011094)-(PI'-RU) ot
25.07.2025

BHYTPEHHU KO/ TPOJIYKTA KJIUEHTA: 80823479

HAUMEHOBAHHUE A®C: OxcumeTa30JIiHA THAPOXJIOPUT

MHH: OxcumeTa3oanH

HOMEP CEPUHU ITPOU3BOAUTEJIA A®C: 24272100

HOMEP CEPUHN A®C ITPOU3BOJAUTEJIA I'Tl: 25070151

MNPOU3BOAUTEJIb 1 CTPAHA TPOU3BOJACTBA A®C: Siegfried PharmaChemikalien Minden GmbH,
T'epmanus

AJIPEC TIPOU3BOJUTEJISA A®C:  Karlstrasse 15-39, 42-44
Germany-32423 Minden

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

INPUMEYAHUA 11O CEPUNA:

3asBienue o ceprupukanum: «HacrtosmuMm mNOATBEpKIa0, YTO BBINICH3IOKEHHAS HWHGOpPMAIHA SBIICTCS
JIOCTOBEPHOI 1 TOUHOH. [laHHas cepus mpemapara ObLTa IpOM3BeIeHa, BKIIIOYas YIIaKOBKY/MapKUPOBKY M KOHTPOIb
KagecTBa, HA YKa3aHHOM BBINIE IUIOMIAJKE B IIOJHOM COOTBETCTBHHM C TpeboBaHmsiMu Hammexameit
MPOU3BOJICTBCHHOM MPAaKTHKH EBPa3uiickoro 3KOHOMHYECKOTO CO03a U TPEOOBAaHHUSAMHU K KaUECTBY JICKAPCTBEHHBIX
CPEICTB, a TaKKE B COOTBETCTBHH CO CHCIHM(DHUKANUAMHU OChE PETHCTPALMOHHOTO YAOCTOBEPCHHsSI B CTpaHe-
umnoprepe. [IpOoTOKOIBI MO MPOU3BOICTBY, YIAKOBKE U HCIBITAHHSAM BEPU(GUIIMPOBAHBI, M YCTAHOBICHO WX
COOTBETCTBUE TpeOOBaHUsIM Hasexarniei mpou3BOICTBEHHOM MPAaKTUKK EBPa3uiickoro 3KOHOMUYECKOTO CO03a.

AHAJIUTHUK: PEINEHUE: Ymesepowcoeno

Cons Yauuxo JATA: 12.06.2026

M. Hnec Pubetipo YIIOJIHOMOUYEHHOE JIMIO: /noonucano/
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SOFARIME

INDUSTRIA QUIMICA E FARMACEUTICA, S.A,

FINISHED PRODUCT CERTIFICATE OF ANALYSIS

PRODUCT: Nasivin Nasal Drops 0.025 % Russia

ARTICLE CODE: 704531 BATCH Ne :66297
MANUFACTURE DATE:: 03/2026 C.A.: 1417/26
ANALYTICAL PROC. N°: SRAS-9WACRV.3 EXP.: 02/2029

ANALYTICAL REFERENCE: Normative documentation JIM-Ne(01 1094)-(Pr-RU) from 25.07.2025

CUSTOMER INTERNAL CODE / BHYTPEHHWUW KOZ NPOQYKTA KITMEHTA: 80823479

APl NAME: Oxymetazoline Mydrochloride

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

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.

Benzalkonium 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 1.007

pH From5.51t0 6.5 59

Osmolality From 270 to 330 mOsmol/kg 286 mOsmol/kg
1/3

IMP.5.14




INDUSTRIA QUIMICA £ FARMACEUTICA, S.A.

FINISHED PRODUCT CERTIFICATE OF ANALYSIS

PRODUCT: Nasivin Nasal Drops 0.025 % Russia

ARTICLE CODE: 704531

BATCH Ne :66297

MANUFACTURE DATE:: 03/2026

C.A.: 1417/26

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 / BHYTPEHHUI KO NPOAYKTA KMUEHTA: 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% <LD
Impurity ZP-1 Not more than 0.5% <LD
Individual unidentified impurity Not more than 0.1% <LQ
Total impurities Not more than 1.2% <LQ
Assay
Oxymetazoline hydrochloride From 237.5 to 262.5 pg/mL of oxymetazoline 252.0 pg/mL
hydrochloride
Benzalkonium chloride From 45 to 55 pg/mL. of benzalkonium chloride 48 pg/mL
or from 90 to 110 pg/ mi of a 50%
benzalkonium chloride solution.
Microbial purity
Total aerobic microbial count (TAMC) Not more than 102 CFU /ml <1 CFU /ml
Total combined yeast and molds count (TYMC) Not than 10" CFU /mi <1 CFU /ml
Pseudomonas aeruginosa Ag more, z1an | m Absent/ml
Staphylococcus aureus sence in 1 m 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. /
L.abeling Information is given in Section 1.3.2 of
Module 1 of the marketing authorization Complies

application.
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SOFARIMEX

INDUSTRIA QUIMICA £ FARMACEUTICA, S.A.

FINISHED PRODUCT CERTIFICATE OF ANALYSIS

PRODUCT: Nasivin Nasal Drops 0.025 % Russia

ARTICLE CODE: 704531 BATCH Ne :66297
MANUFACTURE DATE:: 03/2026 C.A.: 1417/26
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 / BHYTPEHHUM KOA NMPOAYKTA KITMEHTA: 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 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.

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 NM-N2(011094)-(PI-RU) from 25.07.2025.

BATCH REMARKS

Declaration of certification: «I 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».

/] )

: EY YT
ANALIST: pecisSiON:  /ppleve &
Sonia Chainho DATE: 17/ 2f /?f L&
M. Inés Ribeiro QUALIFIED PERSON: O( )
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CERTIFICATE OF TRANSLATION / CEPTU®UKAT NEPEBOJA

Name of the document / 66297
Ha3BaHue gokymeHTa

This certificate confirms that the document 66297 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 / [laHHbIi cepTudmKaT NOATBEPXKAAET, UTO AOKYMEHT 66297, n3Ha4yanbHO HanucaHHbIN
Ha aHrmuinckom ssbike, Bbin NepeBefieH B COOTBETCTBMM C [ENCTBYIOLUMM COFMalLeHueM o6
OKa3aHUW ycnyr ¢ aHrimMickoro sisbika Ha PYcCKU S3biK CEPTUCMULMPOBAHHBIM MEPEBOAYNKOM,
06naAaloLnmM AOCTATOMHBIMW HaBbIKAMI [ OCYLLECTBNEHMS nepesoaa v NpoBepKku AOKYMEHTA.
AaHHbIii cepTudmkaT Takoke NOATBEPXKAAET, YTO NEPEBOA MpoLUen NpoBepKy Ha NPaBWUMbHOCTL U
MOMHOTY OTHOCUTENIbHO UCXOAHOIO AOKYMEHTA.

Evdokimova Ksenia / Translator

Translation performed by /
MepeBopn BbINONHEH:

Date and Signature / Jata u 15.06.26
noanuce

Esnokumoa KceHnus / Mepesogunk

Translation checked for Karim Halida / Head of
correctness and completeness
by / MMepeBoa nposepeH Ha
NPaBWUNbHOCTbL U NOMHOTY:

Date and Signature / Jata n 15.06.26
noanuch




