SOFARIMEX

INDUSTRIA QUIMICA E FARMACEUTICA, S.A.

FINISHED PRODUCT CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHAINMU3A TOTOBOIo NPOAYKTA

PRODUCT / NPOAYKT: Nasivin Nasal Drops 0.025 % Russia / HazuBuH® kannu HazanbHble 0,025% Poccus /

ARTICLE CODE / BHYTPEHHUI KO[l NPOAYKTA: 704531 BATCH Ne / NTAPTUA Ne /: 55028
MANUFACTURE DATE: / AATA N3IOTOBIEHUA: 01/2025 C.A | CEPTUDUKAT AHAIUN3A: 847/25
ANALYTICAL PROC. N°: / NPOTOKOIT AHAJIU3A Ne: SRAS-9WACRV.3 EXP. / CPOK rOAHOCTHW: 12/2027

ANALYTICAL REFERENCE / PEQEPEHTHbI# UICTOYHUK METOAOB AHAMWU3A: Normative documentation / HopwmaTtusHas
aokymentaums [T N012964/01-240523

CUSTOMER INTERNAL CODE / BHYTPEHHWUI KO MPOAYKTA KIMEHTA: 81775838

API NAME, INN / HAMMEHOBAHUWE ®APMALIEBTUYECKOUN CYBECTAHLIUMU, MHH: Oxymetazoline Hydrochloride, INN:
Oxymetazoline / OkcumeTazonuHa rugpoxnopua, MHH: OxcumetasonuH:

API MANUFACTURER BATCH NUMBER / HOMEP CEPUW NPOMU3BOAUTENS ®APMALIEEBTUMECKOW CYBCTAHILIUMK::
24252103

FP MANUFACTURER API BATCH NUMBER / HOMEP CEPMU ®APMALIEBTUMECKOW CYBCTAHLIUW MPOU3BOQUTENA
MMo: 24080086

APl MANUFACTURER NAME / ;
HAMMEHOBAHUE NPOMN3BOAUNTENA ®APMALIEBTUYECKOW CYBCTAHLUWWN: Siegfried PharmaChemikalien Minden GmbH /
3urchpng PapmaXemukanumeH Munaer MTmeX

COUNTRY OF MANUFACTURE OF THE API / .
CTPAHA NPOU3BOOUTENA DAPMALIEBTUMECKOU CYBCTAHUMU: Germany / lepmanusi

TESTS SPECIFICATIONS RESULTS
MokazaTtenu Cneuncpukaummn PesynbraTthbl
Description/ Onucanue Transparent or almost transparent, from a nearly

colorless to slightly yellow solution. / Mpospaunbit | Complies / CooTBeTcTByET
WM  NOYTW Mpo3payHblii  pacTBOp OT NOYTK
HecuseTHoro ao cnabo-xenToro ugeTa.

Identity/ MognuHHoCTL Retention time of the main peak in the
Oxymetazoline hydrochloride / chromatogram of the test solution should comply
OkcumeTasonuHa rugpoxnopuag with retention time of the main peak in the

chromatogram of oxymetazoline hydrochloride
standard solution obtained in the Assay test. / | Complies / CooTBeTcTBYET
Bpemsi ydepXuMBaHWA OCHOBHOIO nNuka Ha
XxpomMaTorpamme UCMbITYEMOro pacTeopa JA0IMKHO
COOTBETCTBOBaTL BPEMEHM yaepxXnBaHus

OCHOBHOrO nvka Ha xpomaTtorpamme
CTaHOapTHOrO  pacTBopa  OKCUMETa3omuHa
ruapoxnopuaa, NONyYeHHON npu

KOonu4yecTseHHOM onpeaeneHnn.

Benzalkonium chloride / BeHzankoHust Retention time of the main peak in the
xnopua 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. / Bpemsa | Complies/ CooTtBeTcTBYET
yAEepXKMBaAHWA OCHOBHOTO NMWKa Ha xpomatorpaMme
MCMbITYEMOro pacTeopa JOMKHO COOTBETCTBOBATH
BPEMEHW YAEPXUBAHUS OCHOBHOIO nNWKa Ha
Xpomarorpamme CTaHAapTHOTO pacTBopa
GeH3ankoHuss  xnopuaa,  MOAyYEHHOW  npu
KONMMYeCTBEHHOM OnpeaeneHni.

Clarity / Mpo3pa4HocTb The opalescence of the product should not exceed
the opalescence of the reference
suspension l/purified water. / Onanecueruns Complies / CooTBeTCcTBYET
npenapara He DOfXKHa npeBLIWaTbL
onanecueHumio atanoHa cpasHenus |/Boab
OYMLLEHHON.
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SOFARIMEX

INDUSTRIA QUIMICA E FARMACEUTICA, S.A.

FINISHED PRODUCT CERTIFICATE OF ANALYSIS

CEPTUDPUKAT AHAJTIU3A TOTOBOIO NMPOAOYKTA

PRODUCT / MPOAYKT: Nasivin Nasal Drops 0.025 % Russia / HaanBuu® kannu Ha3zanbHble 0,025% Poccusa /

ARTICLE CODE / BHYTPEHHWI KOf, NPOAYKTA: 704531

BATCH Ne / NTAPTUA Ne /: 55028

MANUFACTURE DATE: / ATA U3rOTOBNEHWA: 01/2025

C.A / CEPTUO®UKAT AHAINU3A: 847/25

ANALYTICAL PROC. N°: / TPOTOKOIT AHAJTU3A Ne: SRAS-9WACRV.3

EXP./ CPOK FrOOHOCTMW: 12/2027

ANALYTICAL REFERENCE / PEQEPEHTHbIA UICTOYHUK METOOOB AHANU3A: Normative documentation / HopmatusHas

aokymeHtaumsa [1 N012964/01-240523

CUSTOMER INTERNAL CODE / BHYTPEHHUI KOO NPORYKTA KIUEHTA: 81775838

API NAME, INN / HAUMEHOBAHWE ®APMALIEBTUMECKOW CYBCTAHLMWU, MHH: Oxymetazoline Hydrochloride, INN:
Oxymetazoline / OkcumeTtasonuna ruapoxnopua, MHH: OkcumeTazonuH:

AP| MANUFACTURER BATCH NUMBER / HOMEP CEPUW NPOU3BOAUTENSA ®APMALIEBTUMECKOW CYBCTAHLINM::

24252103

FP MANUFACTURER API BATCH NUMBER / HOMEP CEPUWN ®APMALIEBTUYECKOW CYECTAHLUN NPOU3BOOUTENA

MMo: 24080086

APl MANUFACTURER NAME /

HAUMEHOBAHWE NPOU3BOAUTESNA ®APMALEBTUYECKOWN CYBCTAHLIUU: Siegfried PharmaChemikalien Minden GmbH /

3urcdopna PapmaXemukanned MuHaeH M'moX

COUNTRY OF MANUFACTURE OF THE API/

CTPAHA NPOU3BOAUTENA ®APMALIEBTUMECKOW CYBCTAHUWUU: Germany / lepMaHus

TESTS
MokasaTtenu

SPECIFICATIONS
Cneundomkanum

RESULTS
PesynbTtathi

Color / LiBeTHOCTBL

The product should be colorless or be comparable
to reference solution Y7. / Npenapat aonkeH 66T
becuseTHbIM WM BblAEpXWBaTb CpaBHEHWE C
aTanoHom Y.

Complies / CooTBeTCTBYET

Relative density (d 20/20) / OTHocutensHas

From 1.006 to 1.010 / Ot 1,006 ao 1,010

nnotHocTh (d 20/20) 1.008
pH From5.5t06.5/0155p06,5
5.9
Osmolality / OcmonsinbHOCTL From 270 to 330 mOsmolkg / Ot 270 go 330
MOcmonb/kr
292
Relative impurities / PogcTtBeHHbIe npuMecu
Impurity A (hydrolysis product) / lMpumecs A Not more than 0.5 % / He 6onee 0,5 % <LD
(npoaykT rugponunsa)
impurity ZP-1 / Mpumeck ZP-1 Not more than 0.5 % / He 6onee 0,5 % <LD
Individual unidentified impurity / EauHuynan Not more than 0.1 % / He 6onee 0,1 % <LD
HenaeHTMpULMPOBaHHas NPUMECh
Total impurities/ Cymma npumecein Not more than 1.2 % / He bonee 1,2 % <LD
Assay / KonnyectBeHHoOe onpeaeneHue
Oxymetazoline hydrochloride / From 237.5 to 262.5 pg/mL of oxymetazoline 250.2
OkcumeTasonuHa ruapoxnopus, hydrochloride/ OT 237,5 o 262,5 mkr/mn )
OKCUMETa30nuHa ruapoxnopuaa.
Benzalkonium chloride / beHzankoHus xnopug, From 45 to 55 ug/mL of benzalkonium chloride/ Ot 47

45 po 55 mkr/mn 6eHsankoHua xnopuaa
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SOFARIMEX

INDUSTRIA QUIMICA E FARMACEUTICA, S.A.

FINISHED PRODUCT CERTIFICATE OF ANALYSIS

CEPTU®UKAT AHAININ3A TOTOBOIO NPOAYKTA

PRODUCT / NPOAYKT: Nasivin Nasal Drops 0.025 % Russia / HazuBuH® kannu HazanbHble 0,025% Poccus /

ARTICLE CODE / BHYTPEHHWUIA KOl NPOQYKTA: 704531 BATCH Ne / NAPTUA Ne /: 55028
MANUFACTURE DATE: / IATA U3rOTOBIEHUA: 01/2025 C.A/ CEPTU®UKAT AHAIU3A: 847/25
ANALYTICAL PROC. N° / NIPOTOKOJ1 AHAIU3A Ne: SRAS-9WACRV.3 EXP./CPOK rOgHOCTW: 12/2027

ANALYTICAL REFERENCE / PE®EPEHTHBIN NICTOYHUK METOOQOB AHAIU3A: Normative documentation / Hopmatushas
AokymeHTaums [1N012964/01-240523

CUSTOMER INTERNAL CODE / BHYTPEHHUH KOf NPOLYKTA KIMUEHTA: 81775838

API NAME, INN / HAMMEHOBAHUE ®APMALIEBTUYECKOW CYECTAHLWNKN, MHH: Oxymetazoline Hydrochloride, INN:
Oxymetazoline / OkcumeTazonuxa rugpoxnopug, MHH: OkcumeTtazonuH:

APl MANUFACTURER BATCH NUMBER / HOMEP CEPU/ NPOU3BOAWNTENA ®APMALIEBTUMECKOW CYBCTAHLUK::
24252103

FP MANUFACTURER API BATCH NUMBER / HOMEP CEPUA ®APMALIEBTUYECKOU CYBCTAHLWU MPOU3BOAUTENA
N®: 24080086

APl MANUFACTURER NAME / 3
HAMMEHOBAHWE NPOU3BOAUNTENA ®APMALIEEBTUYECKOWN CYBCTAHLUUMWN: Siegfried PharmaChemikalien Minden GmbH /
3urdppuag PapmaXemukanmeH MuuaeH Mt X

COUNTRY OF MANUFACTURE OF THE API/ .
CTPAHA NPON3BOAUTENA ®APMALIEBTUYECKOWU CYECTAHUWUU: Germany / Fepmanus

TESTS SPECIFICATIONS RESULTS
MokasaTtenu Cneuudpmxaumm Pesynbratbl

Microbial purity / Mukpo6uonoruuyeckas
yucToTa

Total aerobic microbial count (TAMC)/ Not more than 10° CFU / ml / <1 CFU/mi
Obwee yncno aspobHbix GakTepun He Gonee 10> KOE/mn

Total combined yeast and molds count (TYMC) / Not more than 10’ CFU / ml / <1 CFU/ml
ObLwee yncno ApoXKeBbIX U MNECHeBbLIX rpubos He Bonee 101 KOE/mn

Pseudomonas aeruginosa Absence in 1 mi/ OtcyTtcTBre B 1 mn Absent / OtcyTcTBylOT
Staphylococcus aureus Absence in 1 ml/ OtcyTctBre B 1 mn Absent / OtcyTcTBYIOT
Package / YnakoBka 10 mL in an amber glass bottle with a polypropylene

screw cap with an integrated pipette made of glass
type 3 (Eur. Ph.) and bromobutyl rubber.

1 bottle and patient information leaflet in a carton
pack. / Tlo 10 mn npenaparta Bo ¢fakoH TEMHOrIO
cTekna C HaBWHYMBAEMOW MOMUNPONUNEHOBON
KPbILLKOW CO BCTPOEHHOW nuneTkow u3 ctekna tmna | Complies / CooTBeTcTBYET
3 (EBp. ®.) n GpombByTUNKaydyKa.
Mo 1 dnakoHy ¢ MHCTPYKUWEN NO
NPUMEHEHMIO B NaYKy KAPTOHHYIO.

Labeling / MapkupoBska According to Normative documentation. / B
COOTBETCTBUN C HOPMATUBHOM
OOKyMeHTauuen. Complies / CooTseTcTBYET
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SOFARIMEX
INDUSTRIA QUIMICA E FARMACEUTICA, S.A.

FINISHED PRODUCT CERTIFICATE OF ANALYSIS

CEPTU®UKAT AHANTU3A TOTOBOIO NPOAYKTA

PRODUCT / NIPOAYKT: Nasivin Nasal Drops 0.025 % Russia / HaauBuH® kannu HasanbHble 0,025% Poccua /

ARTICLE CODE / BHYTPEHHWUWA KOA NMPOAYKTA: 704531 BATCH Ne / MAPTUA Ne /: 55028
MANUFACTURE DATE: / AATA U3rOTOBNEHUA: 01/2025 C.A/ CEPTUOUKAT AHAIU3A: 847/25
ANALYTICAL PROC. N°: / IPOTOKOI AHAITU3A Ne: SRAS-9WACRV.3 EXP./CPOK rOOHOCTW: 12/2027

ANALYTICAL REFERENCE / PEQEPEHTHbLIN UICTOYHUK METOOOB AHAINWU3A: Normative documentation / HopmaTtueHas
AokymeHTauma 1 N012964/01-240523

CUSTOMER INTERNAL CODE / BHYTPEHHWUW KOJ, MPOAYKTA KITUEHTA: 81775838

API NAME, INN / HAMMEHOBAHUE ®APMALIEBTUMECKOW CYBCTAHLIMU, MHH: Oxymetazoline Hydrochloride, INN:
Oxymetazoline / OkcumeTtasonuHa rugpoxnopug, MHH: OkcumeTazonuH:

API MANUFACTURER BATCH NUMBER / HOMEP CEPVUM NPOU3BOAUTENSA ®APMALEEBTUYECKOW CYBCTAHLMUMN::
24252103

FP MANUFACTURER API BATCH NUMBER / HOMEP CEPUN ®APMALEEBTUYECKOWN CYECTAHLIMN NPON3BOOUTENA
No: 24080086

APl MANUFACTURER NAME / .
HAUMEHOBAHWE NPOU3BOAUTENA ®APMALIEBTUMECKOU CYBCTAHUMMUN: Siegfried PharmaChemikalien Minden GmbH /

3urcbpug PapmaXemukanneH Munaer MbXx

COUNTRY OF MANUFACTURE OF THE API/ .
CTPAHA NPON3BOOUTENA ®APMALIEBTUYECKOU CYBCTAHLUWU: Germany / l'epmanus

TESTS SPECIFICATIONS RESULTS
Mokasartenu Cneuudukauum PesyneTaTthbl

Storage / XpaHeHue: At temperature below 25°C. / Fpu TemnepaTtype He Bbile 25°C.

Shelf life / Cpok rogHocTu: 3 years (-1 month) / 3 roaga (- 1 mecsau)

REMARKS / NpumeyaHue:
The Product conforms to ND/
MpoaykT cooteeTCcTBYET TpeboBaHmam H

BATCH REMARKS / NpumevaHue ans cepun:

Hereby | certify that this lot has been tested in accordance with the marketing authorisation and the European guide to
good manufacturing practice for medicinal products. / [aHHbiM CBMAETENbLCTBYIO, HYTO AAHHAA NaApPTUA NpoBEpeHa B
COOTBETCTBMM C paspelleHNeM Ha MapkeTWHr u EBponeickum pyKkOBOACTBOM MO Hajfexalleil npou3BOACTBEHHOR
npakTuKke ANs NeKkapcTBEHHbIX NMPOAYKTOB.

4
ANALIST / Avanutux: DECISION / 3akntoueHue: lo X
Sénia Chainho
DATE / lata: Qo/—o A 1

M. Ines Ribeiro QUALIFIED PERSON / OTBeTcTBEHHOE NULO:
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