SOFARIMEX

INDUSTRIA QUIMICA £ FARMACEUTICA, S.A,

CEPTUD®UKAT AHAJIN3A I'OTOBOTI'O ITPEITAPATA

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

KOJ ITPEITAPATA: 704531 HOMEP CEPHU: 66298

JATA ITPOU3BOJACTBA: 03.2026 HOMEP CEPTU®HUKATA AHAJIN3A: 1418/26
HOMEP AHAJIUTUYECKOMN METOJIUKMH: JATA HCTEYEHUA CPOKA TOAHOCTH:
SRAS-9WAKM3. 02.2029

AHAJIMTHYECKAS CCBIJIKA: Hopmatusaas nokymenraiust: JITT-Ne(011094)-(PT-PU) ot 25.07.2025

BHYTPEHHU KOJ] IPOJIYKTA KJIUEHTA: 80823479

HAUMEHOBAHHUE A®C: OxcumeTa30JiiHa THAPOXJIOPUT

MHH: Oxcumera3onud

HOMEP CEPUHU ITPOU3BOAUTEJIA A®C: 24272100

HOMEP CEPUU A®C ITPOU3BOJAUTEJIA I'Tl: 25070151

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

AJIPEC IPOU3BOJMUTEJS A®C: | Karlstrasse 15-39, 42-44
Germany-32423 Minden

HNCHBITAHUA CIIEHNOUKALINN PE3YJIBTATBI

Onucanne IIpo3pauHpli WIM HOYTH MNPO3PAYHBINA COOTBETCTBYET
pacTBOp, MOYTH OSCIBETHHIN WM CBETIIO-
JKEJTOTO IIBETA.

Nnentunduxanus BpewMms ynep>kxuBaHusi OCHOBHOIO ITMKA Ha ITonoxurensHbIH
OxcuMeTa30/MHA THAPOXJIOPHUI XpOMaTOrpaMMe UCIIBITYEMOT'0 pacTBOpa pe3ynbTar
JIOJKHO COOTBETCTBOBATh BPEMEHU
yAEp>KUBaHHsI OCHOBHOIO MTMKA Ha
XpoMaTOrpaMMe CTaHAApTHOI'O pacTBopa
OKCHUMETa30JIMHA THAPOXJIOPU/IA,
MTOJTYICHHOM MIPH KOJINIECTBEHHOM

OTIpE/ICIICHU .
Ben3zankoHus xJgopujg Bpewms ynep>kxuBaHusi OCHOBHOIO ITMKA Ha ITonoxurensHbIH
XpOMaTorpaMMe HCIIBITYEMOTO pacTBopa pe3yibTaT

JIOJKHO COOTBETCTBOBATH BPEMEHH
yZIepKUBaHHUS OCHOBHOT'O ITHKA Ha
XpOMaTorpaMMe CTaHAAapPTHOTO pacTBOpa
OEH3aJIKOHUS XJIOPH/A, TIOJIyYSHHOHU MpH
KOJIMYECTBEHHOM ONpPEEICHHH.

IIpo3paunocTh OnanecuieHnus npemnapara He JOJKHA CooTBeTCTBYET
MIPEBBIATh ONAJIECLEHIUH CyCIIEH3UN
cpaBHeHus |/Bozbl OUMIIICHHON.

IBeTHOCTH pacTBOpa [Ipenapar 1okeH ObITh OECIIBETHBIM U COOTBETCTBYET
COTIOCTaBUMBIM C PACTBOPOM
cpaBHEHUS Y7.

OTHocuTeIbHAS MJIOTHOCTD (d 20/20) Or 1,006 10 1,010 1,008

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

OCcMOJAJIBHOCTD Ot 270 mo 330 mOcMm/kr 282 mOcm/kr
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SOFARIMEX

INDUSTRIA QUIMICA £ FARMACEUTICA, S.A,

CEPTUD®UKAT AHAJIN3A I'OTOBOTI'O ITPEITAPATA

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

KOJ ITPEITAPATA: 704531 HOMEP CEPHU: 66298

JATA ITPOU3BOJACTBA: 03.2026 HOMEP CEPTU®HUKATA AHAJIN3A: 1418/26
HOMEP AHAJIUTUYECKOMN METOJIUKMH: JATA HCTEYEHUA CPOKA TOAHOCTH:
SRAS-9WAKM3. 02.2029

AHAJIMTHYECKAS CCBIJIKA: Hopmatusaas nokymenraiust: JITT-Ne(011094)-(PT-PU) ot 25.07.2025

BHYTPEHHU KOJ] IPOJIYKTA KJIUEHTA: 80823479

HAUMEHOBAHHUE A®C: OxcumeTa30JiiHa THAPOXJIOPUT

MHH: Oxcumera3onud

HOMEP CEPUHU ITPOU3BOAUTEJIA A®C: 24272100

HOMEP CEPUU A®C ITPOU3BOJAUTEJIA I'Tl: 25070151

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

AJIPEC IPOU3BOJMUTEJS A®C: | Karlstrasse 15-39, 42-44
Germany-32423 Minden

NCIBITAHUA CIHENNO®UKAIINN PE3YJIbTATBI
Ilpumecu
[Ipumecs A (TIpOITYKT THIPONH3A) He 6oiee 0,5 % H/O
IIpumecs ZP-1 He 6oitee 0,5 % H/O
EnuHudHas HEeUICHTU(DUIIMPOBAHHAS
pUMECh He 6onee 0,1 % H/O
CyMmma npumeceit He 6onee 1,2 % H/O
KosnyecTBeHHOE OnpeneseHne
OkcuMeTazonrHa TUAPOXIOPHU Ot 237,5 no 262,5 MKr/mi 248,6 MKr/MJI

OKCHUMETA30JIMHA THAPOXIIOpUIA

benzankonus xmopuy Ot 45 10 55 MKr/Mi1 OEH3aJIKOHUS 48 MKT/MII

xyopuaa wim ot 90 no 110 mxr/mit 50 %
pacTBOpa OCH3AIKOHHS XJIOPHIA.

MukpoGuoIornYecKast YMCTOTa
OO6mee 9rciio a3poOHBIX MUKPOOPTaHU3MOB

(OUAM) He 6onee 10> KOE/mn <1 KOE/mn
OO11ee YrCa0 APOKIKEBBIX U INIECHEBBIX <1 KOE/mn
rpu6os (OUIIIT) He 6onee 10! KOE/mn
Pseudomonas aeruginosa OtcyrctBHE B 1 Mt OTCcyTCTBYIOT/MIT
Staphylococcus aureus OtcytctBHe B 1 M OTCYTCTBYIOT/MI
YnakoBka ITo 10 M1 npenapara Bo (h1akoH TEMHOTO

CTEKJIa C HAaBUHYHMBAaEMOM

HOJUIPONUIEHOBOH KPBILIKOH CO CooTBeTcTBYET

BCTPOCHHO MUITETKON M3 CTEKIa TUTIA 3
(EBp. @.) 1 6poMOyTHIIKayTIyKa.

1 ¢rakoH ¥ HHCTPYKIHSI 11O CooTBeTCTBYET
MEIUITTHCKOMY ITPUMEHEHHUIO TpenapaTa
B IaYKy KapTOHHYIO.

MapkupoBka Wudopmarms npusenena B Pasgene 1.3.2
Mopyns 1 3asBneHus Ha MOJIy4eHUE CootBeTcTBYET
PETUCTPAIIMOHHOTO YIOCTOBEPEHHUS.
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SOFARIMEX

INDUSTRIA QUIMICA £ FARMACEUTICA, S.A,

CEPTUD®UKAT AHAJIN3A I'OTOBOTI'O ITPEITAPATA

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

KOJ ITPEITAPATA: 704531 HOMEP CEPHU: 66298

JATA ITPOU3BOJACTBA: 03.2026 HOMEP CEPTU®HUKATA AHAJIN3A: 1418/26
HOMEP AHAJIUTUYECKOMN METOJIUKMH: JATA HCTEYEHUA CPOKA TOAHOCTH:
SRAS-9WAKM3. 02.2029

AHAJIMTHNYECKASA CCBUIKA: Hopmatueras gnokymenrarwst: JITI-Ne(011094)-(PT-PU) ot 25.07.2025
BHYTPEHHUM KOJI MPOJYKTA KJIMEHTA: 80823479

HAUMEHOBAHHUE A®C: OxcumeTa30JiiHa THAPOXJIOPUT

MHH: Oxcumera3zonuH

HOMEP CEPUHU ITPOU3BOAUTEJISA ADC: 24272100

HOMEP CEPUU A®C TPOU3BOJAUTEJIA I'T: 25070151

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

AJIPEC IPOU3BOJMUTEJS A®C: | Karlstrasse 15-39, 42-44
Germany-32423 Minden

HUCIIBITAHUA CIIEHU®UKALINN PE3YJIBTATBI

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

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

HaumeHoBaHue, aapec, HOMeP JINIEH3UN HA

MPOU3BO/JCTBO s MJIOLIAJIKYN NPOU3BOACTBA Sofarimex-Indiistria Quimica e Farmaceutica, S.A., Portugal,
TOTOBOTO MPOAYKTA / IIOMIATKHA KOHTPOJIS Av. das Industries - Alto do Colaride, Cacem, 2735-213,
KAa4eCcTBa / IJIOMIAJKH BBITYCKA NPOAYKIHHA [Topryranus (Homep nunensuun: F027/001/2024)

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

INPUMEYAHUA 11O CEPUHN

3asBienue o ceprupukanumn: «HacTtosmum TOATBEpKIA0, YTO BBIMICH3IOKCHHASS WH(GOPMAIHA SBISCTCS
JIOCTOBEPHOI 1 TouHOH. [laHHas cepus mpemapara ObuIa IPOM3BEIeHA, BKIIIOYas YIIAKOBKY/MapKUPOBKY M KOHTPOIb
KagecTBa, Ha YKAa3aHHOM BBIIE IUIOMIAJKE B IOJHOM COOTBETCTBHM ¢ TpeboBaHmsMu Harexamiei
MIPOM3BOJICTBEHHON MPAKTHKHA EBPa3sHiickoro ’KOHOMHYECKOTO COI03a M TPEOOBAHMAMH K Ka4eCTBY JIEKaPCTBEHHBIX
CPEICTB, a TaKKe B COOTBETCTBHM CO CHEIHM(DHUKANMAMHI TOChE PETHCTPALMOHHOTO YAOCTOBEPEHHS B CTpaHe-
umnoprepe. [IpoTOKOJBI MO MPOU3BOICTBY, YIAKOBKE W HCIBITAHHSIM BCPUMHUIMPOBAHBI, M YCTAHOBJICHO HUX
COOTBETCTBHUE TpeOoBaHUsIM Hajiexareid mpon3BOICTBEHHOM MPAKTUKU EBPa3uiickoro 3KOHOMUYIECKOTO COK3a.

AHAJIUTUK: PEIMEHMUE: Vmesepowcoeno

Jlxoana MapTuHc JATA: 07.05.2026

M. tnec Pubeiipo YIIOJIHOMOYEHHOE JIVTO: /nodnucarno/
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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 :66298
MANUFACTURE DATE:: 03/2026 C.A.: 1418/26
ANALYTICAL PROC. N° SRAS-9WACRV.3 EXP.: 02/2029

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

CUSTOMER INTERNAL CODE / BHYTPEHHWI KOA NPOAYKTA KNUEHTA: 80823479

APl 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

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 1.008

pH From 5.5 t0 6.5 5.9

Osmolality From 270 to 330 mOsmol/kg 282 mOsmol/kg
113

IMP.5.14



“ Rinvivos
SOFARIMEX

INDUSTRIA QUIMICA £ FARMACEUTICA, S.A,

FINISHED PRODUCT CERTIFICATE OF ANALYSIS

PRODUCT: Nasivin Nasal Drops 0.025 % Russia

ARTICLE CODE: 704531 BATCH Ne :66298
MANUFACTURE DATE:: 03/2026 C.A.: 1418/26
ANALYTICAL PROC. N°: SRAS-9WACRV.3 EXP.: 02/2029

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

CUSTOMER INTERNAL CODE / BHYTPEHHUW KO NMPOAYKTA KITUEHTA: 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% <LD
Total impurities Not more than 1.2% <LD
Assay
Oxymetazoline hydrochloride From 237.5 to 262.5 pug/mL of oxymetazoline 248.6 ug/mL

hydrochloride

Benzalkonium chloride From 45 to 55 pg/mL of benzalkonium chloride 48 pg/mL

or from 90 to 110 ug/ ml 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 ,Tﬁt more_th?n 10" CFU /ml Absent/ml
Staphylococcus aureus sence In mi 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 QUIMICA E FARMACEUTICA, S.A.

FINISHED PRODUCT CERTIFICATE OF ANALYSIS

PRODUCT: Nasivin Nasal Drops 0.025 % Russia

ARTICLE CODE: 704531 BATCH Ne :66298
MANUFACTURE DATE:: 03/2026 C.A.: 1418/26
ANALYTICAL PROC. N°: SRAS-9WACRV.3 EXP.: 02/2029

ANALYTICAL REFERENCE: Normative documentation IM-Ne(011094)-(PI'-RU) from 25.07.2025
CUSTOMER INTERNAL CODE / BHYTPEHHWW KOJ NMPOAYKTA KITMEHTA: 80823479

APl 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 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 IndGstrias — Alto do Colaride, Cacem, 2735-213, Portugal (License

No. F027/001/2024)

REMARKS: The Product conforms to ND JIM-Ne(011094)-(Pr-RU) from 25.07.2025.

BATCH REMARKS

formation is authentic and accurate. This batch of product has been
at the above mentioned site(s) in full compliance with the GMP
to the medicinal quality and with the specifications in the Marketing
erified and their compliance with Good

Declaration of certification: «| hereby certify that the above in
manufactured, including packaging/labeling and quality control
requirements of the Eurasian Economic Union and requirements
Authorization dossier of the importing country. Production, packaging and testing records are v
Manufacturing Practice of the Eurasian Economic Union is established».

/ |
S—— 5 ) ~ V¥ 7
ANALIST: DECISION:  / ])J/ 200 et
Sonia Chainho DATE: ¢/ /) V%) ¢
M. Inés Ribeiro QUALIFIED PERSON:

J
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CERTIFICATE OF TRANSLATION / CEPTU®UKAT NEPEBOAA

Name of the document / 66298
Ha3saHue gokyMeHTa AN

This certificate confirms that the document 66298 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 cepTudUMKaT NoaTBEPXKAAET, YTo AOKYMeHT 66298, naHavyanbHO HanucaHHbIN
Ha aHrnuiickom sisbike, ObiN nepeBefeH B COOTBETCTBAW C AEACTBYIOLMM COrnalieHnem o6
OKa3aHWW ycnyr C aHrMIACKOro sidblka Ha PYCCKUiA S3blk CEPTUUUMPOBAHHBIM MEPEBOAYMKOM,
0bnaaaloLnmM [OCTATOUHLIMIA HaBbIKAMW A1 OCYLLECTBNEHUS NEpeBoaa u NPOBEPKM AOKYMEHTA.
[aHHbIN cepTudmKaT Takke NOATBEPKAAET, YTO NEpPeBOA MPoLLEs NPOBEPKY Ha NPaBUIIbHOCTL U
MOSHOTY OTHOCUTENbHO MCXO4HOIO AOKYMEHTA.

Evdokimova Ksenia / Translator
Translation performed by /
MepeBopa, BbINONHEH:

Date and Signature / Jata u 28.05.26 f
noanuck , .

EspoknumoBa Kcenus / MNepeBogumk

J

Translation checked for Karim Halida / Head of Quality Control Department
correctness and completeness
by / TMNepeBoa npoBepeH Ha
NPaBUNbHOCTb W NOSHOTY:

Date and Signature / Jata un 28.05.26
noanucb

Kapum Xanuaa / Pykosoautens Otaena KoHtpons KauecTsa




