SOFARIMEX

INDUSTRIA QUIMICA £ FARMACEUTICA, S.A,

CEPTUDUKAT AHAJIN3A I'OTOBOI'O ITPEITAPATA

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

KOJ ITPEITAPATA: 704531

HOMEP CEPHUH: 66493

JATA ITPOU3BOJACTBA: 05.2026

HOMEP CEPTU®HUKATA AHAJIN3A: 2320/26

HOMEP AHAJIMUTUYECKOMN METO/IUKMH:

SRAS-9WACRV.3

JATA HCTEYEHUA CPOKA TOAHOCTH: 04.2029

AHAJINTHYECKAS CCBIJIKA: Hopmarusaas nokymenraiust: JITT-Ne(011094)-(PT-RU) ot 25.07.2025

BHYTPEHHU KOJI IPOJIYKTA KJIUEHTA: 80823479

HAUMEHOBAHHUE A®C: OxcumeTa30JIiHa THAPOXJIOPUT

MHH: Oxcumera3onud

HOMEP CEPUHU ITPOU3BOAUTEJIA A®C: 24272100

HOMEP CEPUU A®C ITPOU3BOJAUTEJIA I'Tl: 25070151

NMPOU3BOAUTEJIb 1 CTPAHA TPOU3BOJACTBA A®C: Siegfried PharmaChemikalien Minden GmbH,

T'epmanus

AJPEC NIPOU3BOJUTEJIA ADC:

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

NCIIBITAHUSA CIIEHM®UKALINHN PE3YJIbTATHI

Onucanne [Ipo3paunslii WK TOYTH MPO3PAYHBIA PACTBOP, MOUTH OecBETHBIN mii | COOTBETCTBYET
CBETJIO-XKEITOTO IIBETA.

NnenTuduxanus BpewMms ynep>xuBaHusi OCHOBHOI'O ITMKA HA XpOMAaTOrpaMMe ITonoxurensHbIH

Oxcumera3onuHa HCTBITYEMOTO PAcTBOPA JOIDKHO COOTBETCTBOBATH BPEMEHH pe3yibTaT

THAPOXJIOPH yAepKUBaHI OCHOBHOTO TIMKA HA XpOMAaTOTPaMMe CTaHAAPTHOTO
pacTBOpa OKCHMETA30JIMHA THAPOXIIOPU/IA, TIOTYIESHHOH IPU
KOJIMYECTBEHHOM OTPEICIICHHH.

Ben3zaakonusi xjopua | Bpems ynepxuBaHust OCHOBHOTO IIMKa Ha XpoMaTorpamme [onoXuTeIbHBIH
HCTBITYEMOT0 PACTBOPA JOJDKHO COOTBETCTBOBATH BPEMEHH pe3yabTar
yIEP)KUBAHKUS OCHOBHOTO IHKA HA XpOMATOTPaMMe CTaHAAPTHOTO
pacTBopa OCH3aJIKOHUS XJIOPHIA, TOTYYCHHOW MPU KOTUICCTBCHHOM
ONpPEJICIICHUH.

IIpo3paunocTh OmnarneciieHIus npemnapara He JODKHA MPEBIIIATh ONaCCICHIIUH COOTBETCTBYET
CYCIICH3UH CpPaBHEHUs [/BOJIbI OUHIIICHHOM.

LBerHocTh pacTBopa | [Ipenapar noykeH ObITh OECIIBETHBIM MIIM COIIOCTaBUMBIM C pacTBOpoM | CoOTBEeTCTBYeET
cpaBHEHUS Y7.

OTtHocuTeaLHas Ot 1,006 10 1,010 1,008

mioTHOCcTh (d 20/20)

pH Or 5,5 10 6,5 5,9

OcMOJISITIBHOCTD Ot 270 mo 330 MOcwm/kT 283 MOcM/kT

IIpumecu

IIpumecs A (TpoayKT

THIIPOIIH3a) He 6omnee 0,5 % <H/O

IIpumecs ZP-1 He 6omnee 0,5 % <H/O

Ennnnunas

HEeUJICHTU(OUITUPOBAHHAS

pUMeECh He 6omnee 0,1 % <H/O

CymMma npumeceit He 6omnee 1,2 % <H/O

KoanuecrBenHoe
ompejaeneHue
OKcHuMeTa3oIMHa
TUAPOXIIOPHU]T
benzankonus xjgopun

Or 237,5 10 262,5 MKIr/MJI OKCUMETA30JIMHA THAPOXIIOPUIA

Ot 45 1o 55 mxr/min 6er3ankonus xyopuaa wid ot 90 go 110 Mxr/mi
50 % pacTBOpa GEH3AIKOHUS XJIOPUIA.
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SOFARIMEX

INDUSTRIA QUIMICA £ FARMACEUTICA, S.A,

CEPTUDUKAT AHAJIN3A I'OTOBOI'O ITPEITAPATA

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

KOJ ITPEITAPATA: 704531 HOMEP CEPHUH: 66493
JATA ITPOU3BOJACTBA: 05.2026 HOMEP CEPTU®HUKATA AHAJIN3A: 2320/26
HOMEP AHAJIMUTUYECKOMN METO/IUKMH: JATA HCTEYEHUA CPOKA TOAHOCTH: 04.2029

SRAS-9WACRV.3

AHAJINTHYECKAS CCBIJIKA: Hopmarusaas nokymenraiust: JITT-Ne(011094)-(PT-RU) ot 25.07.2025

BHYTPEHHU KOJI IPOJIYKTA KJIUEHTA: 80823479

HAUMEHOBAHHUE A®C: OxcumeTa30JIiHa THAPOXJIOPUT

MHH: Oxcumera3onud

HOMEP CEPUHU ITPOU3BOAUTEJIA A®C: 24272100

HOMEP CEPUU A®C ITPOU3BOJAUTEJIA I'Tl: 25070151

NMPOU3BOAUTEJIb 1 CTPAHA TPOU3BOJACTBA A®C: Siegfried PharmaChemikalien Minden GmbH,
T'epmanus

AJIPEC IPOU3BOJUTEJISI A®C: Karlstrasse 15-39, 42-44
Germany-32423 MunjeH

HNCHBITAHUA CIIEHUDPUKALINN PE3YJIBTATBI

Muxkpoéuosornyeckas
YHCTOTA

O6mee urciio adpoOHBIX
MHKPOOPIraHU3MOB
(OUAM) He 6onee 10> KOE/Mn <1 KOE/mn
Obm1ee gncio <1 KOE/mn
JPOXIKEBBIX U
IUICCHEBBIX TPUOOB

(OYIIT) He 60mee 10! KOE/Mn
Pseudomonas OTCcyTCTBYIOT/MIT
aeruginosa OtcytctBue B 1 M
Staphylococcus aureus | OTcyTcTBUE B 1 M OTCYTCTBYIOT/MIT
YnakoBka ITo 10 mu npenapata Bo (J1akOH TEMHOTO CTEKJIa C HABUHYMBAEMOM

TOJUIPOITUIIEHOBOM KPBIIIKOW CO BCTPOSHHOM MUIETKOM U3 CTEKJIa CoOTBETCTBYET

tumna 3 (EBp. @.) u 6poMOyTHIKaydyKa.
1 bakoH ¥ HHCTPYKIHMS 0 MEAUIIMHCKOMY NpUMeHeHuIo npenapata B | CooTBEeTCTByeT
MaYKy KapPTOHHYIO.

MapkupoBka Wndopmanns npusenena B Pazmene 1.3.2 Monyns 1 3asBnenus Ha

CoOTBETCTBYET
HOJIy4EeHHE PErHCTPALMOHHOTO YIOCTOBEPEHHUSL.

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

Cpok rtomnoctu: 3 r1oma (-1 mecsm). Ilocrme mepBOTO BCKPHITHS (IIakKOHA WCIIONB3YHTE Tpernapar B TeUCHHE
12 mecsres.

HaumenoBanwue, axpec, HoMep JHIIEH3UH HA

MPOU3BO/JCTBO A IJIOIIAJIKYN NPOU3BOACTBA Sofarimex-Indiistria Quimica e Farmaceutica, S.A., Portugal,
TOTOBOTO MPOAYKTA / INIOMIATKHA KOHTPOJIS Av. das Industries - Alto do Colaride, Cacem, 2735-213,
Ka4eCcTBa / IJIOIIAJKH BBITYCKA NMPOAYKIHHA [Topryranus (Homep nunensuun: F027/001/2024)

MPUMEYAHMUS: TTpenapar coorBerctByer HJI JITT-Ne(011094)-(PT'-RU) ot 25.07.2025.
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SOFARIMEX

INDUSTRIA QUIMICA £ FARMACEUTICA, S.A,

CEPTUDUKAT AHAJIN3A I'OTOBOI'O ITPEITAPATA

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

KOJ ITPEITAPATA: 704531 HOMEP CEPHUH: 66493
JATA ITPOU3BOJACTBA: 05.2026 HOMEP CEPTU®HUKATA AHAJIN3A: 2320/26
HOMEP AHAJIMUTUYECKOMN METO/IUKMH: JATA HCTEYEHUA CPOKA TOAHOCTH: 04.2029

SRAS-9WACRV.3

AHAJINTHYECKAS CCBIJIKA: Hopmarusaas nokymenraiust: JITT-Ne(011094)-(PT-RU) ot 25.07.2025
BHYTPEHHHUM KOJI MPOJYKTA KJIMEHTA: 80823479

HAUMEHOBAHHUE A®C: OxcumeTa30JIiHa THAPOXJIOPUT

MHH: Oxcumera3zonuH

HOMEP CEPUHU ITPOU3BOAUTEJISA ADC: 24272100

HOMEP CEPUU A®C TPOU3BOJAUTEJIA I'T: 25070151

NMPOU3BOAUTEJIb 1 CTPAHA TPOU3BOJACTBA A®C: Siegfried PharmaChemikalien Minden GmbH,
T'epmanus

AJIPEC IPOU3BOJUTEJISI A®C: Karlstrasse 15-39, 42-44
Germany-32423 MunjeH

INPUMEYAHUA 11O CEPUU

3asBienue o ceprupukanun: «Hacrosmum noaTBepkaa0, YTO BBIMIEU3IOKEHHA HHPOpMaLUs
SBIISIETCSA JIOCTOBEPHOM W TouHOW. JlaHHas cepusi mpemapara Obula NpoW3BeNEHA, BKIIOYAs
YIIaKOBKY/MapKUpOBKY M KOHTPOJb KadecTBa, HA YKa3aHHOM BbIIIE IUIOLIAJKE B IOJHOM
COOTBETCTBUM C TpeOoBaHuAMU Hanmexameii NpoM3BOACTBEHHOM mpakTHKH EBpaszuiickoro
9KOHOMHYECKOTO0 COI03a M TpeOOBaHMSIMM K KadeCTBY JIEKAPCTBEHHBIX CPEICTB, a TaKXKE B
COOTBETCTBUH CO CHEHU(PHUKAIMIMUA JOChE PETUCTPALIMOHHOTO YJOCTOBEPEHHUS B CTpaHe-
umnoprepe. IIpoTokosnbl 1Mo NPOU3BOACTBY, YNAKOBKE M HCHBITAHUAM BepU(ULUPOBAHbI, U
YCTQHOBJICHO MX COOTBETCTBHE TpeboBaHMsAM Hajuiexamieil npou3BOACTBEHHOW MPAKTUKU
EBpa3uiickoro 5JKOHOMHUYECKOTO COI3a.

AHAJ/IUTHUK: PEHIEHME: Ymsepocoeno

Cons Yaunaxo JHATA: 26.05.2026

M. Hnec Pubeiipo YIIOJIHOMOYEHHOE JIVTO: /nodnucarno/
33
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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 :66493
MANUFACTURE DATE:: 05/2026 C.A.: 2320/26
ANALYTICAL PROC. N°: SRAS-9WACRV.3 EXP.: 04/2029

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

CUSTOMER INTERNAL CODE / BHYTPEHHWUI KOL NPOQYKTA 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.

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 to 6.5 5.9
Osmolality From 270 to 330 mOsmol/kg 283 mOsmol/kg
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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 :66493

MANUFACTURE DATE:: 05/2026

C.A.: 2320/26

ANALYTICAL PROC. N° SRAS-9WACRV.3

EXP.: 04/2029

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

CUSTOMER INTERNAL CODE / BHYTPEHHWUW KOZ NPOAYKTA KNUEHTA: 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 pg/mL of oxymetazoline 248.3 ug/mL
hydrochloride
Benzalkonium chloride From 45 to 55 pg/mL of benzalkonium chloride 47 pg/mL
or from 90 to 110 g/ 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) Not th 101 CFU /mi <1 CFU /ml
Pseudomonas aeruginosa Atc)) ERe. ?” I o Absent/ml
Staphylococcus aureus il 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 ‘| of the marketing authorizatlon Complles

application.
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SOFARIMEX

INDUSTRIA QUIMICA E FARMACEUTICA, 5.A,

FINISHED PRODUCT CERTIFICATE OF ANALYSIS

|T=RODUCT: Nasivin Nasal Drops 0.025 % Russia

ARTICLE CODE: 704531 BATCH Ne :66493
MANUFACTURE DATE:: 05/2026 C.A.: 2320/26
ANALYTICAL PROC. N°: SRAS-9WACRV.3 EXP.: 04/2029

ANALYTICAL REFERENCE: Normative documentation I1M-Ne(011094)-(Pr-RU) from 25.07.2025

CUSTOMER INTERNAL CODE / BHYTPEHHWUW KOJ NPOAYKTA KIMMEHTA: 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 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 (-Imonth). 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 JIM-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 (9 /JJ?a(,/’EC[
Sonia Chainho DATE: 7 ‘1/0&" i O
M. Inés Ribeiro QUALIFIED PERSON:
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