SOFARIMEX

INDUSTRIA QUIMICA E FARMACEUTICA, S.A.

FINISHED PRODUCT CERTIFICATE OF ANALYSIS

CEPTUDUKAT AHAJTIU3A TOTOBOIO NPOARYKTA

PRODUCT / NPOAYKT: Nasivin Nasal Drops 0.05 % Russia / HaauBuH® kannu HasanbHble 0,05% Poccus /

ARTICLE CODE / BHYTPEHHUW KO NMPOAOYKTA: 704532 BATCH Ne / MAPTUA Ne /: 30508
MANUFACTURE DATE: / DATA U3rOTOBJIEHUS: 04/2023 C.A/ CEPTUOUKAT AHAITU3A: 2779/23
ANALYTICAL PROC. N°: / TPOTOKON AHAJU3A Ne: SRAS-9WACUG6.4 EXP./ CPOK FOAHOCTMN: 04/2026

ANALYTICAL REFERENCE / PE®EPEHTHbIW UCTOYHUK METOOOB AHANU3A: Normative documentation / HopmaTusHas
nokymeHTaumns N N012964/01-221221

CUSTOMER INTERNAL CODE / BHYTPEHHUN KOA NPOAYKTA KNUEHTA: 81775839

APl NAME / HAUMEHOBAHUE ®APMALIEBTUYECKOMN CYBCTAHLMU: Oxymetazoline Hydrochloride

API BATCH NUMBER / HOMEP CEPUN ®APMALIEBTUMECKOW CYECTAHLIUU: 22100367

APl MANUFACTURER NAME / :
HAUMEHOBAHWE NPOU3BOAUTENA ®APMALIEBTUMECKOW CYBCTAHLIUU: Siegfried PharmaChemikalien Minden

COUNTRY OF MANUFACTURE OF THE API/ .
CTPAHA NPOU3BOAUTENA ®APMALIEBTUMECKOW CYECTAHUWNU: Germany

TESTS SPECIFICATIONS RESULTS
MokazaTtenu Cneuudukauumn PesynbTrarsl
Description/ Onucanue Transparent or almost transparent, from a nearly

colorless to slightly yellow solution. / Mpo3apaynbiii Complies / CooTeeTcTBYeET
WU MOMTW NpO3padHbil  pacTBOp OT  MOMTU
BecupeTHOro fo cnabo-xenToro uBeTa.

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

chromatogram of oxymetazoline hydrochloride
standard solution obtained in the Assay test. / | Complies / CooTaeTcTayeT
Bpemsi  ygepXuBaHWsS  OCHOBHOMO nuKa  Ha
XpomartorpaMmme UCnblTYEMOro pacTsopa AOMKHO

COOTBETCTBOBATHL BpeMeHn YAEepPXnBaHua
OCHOBHOrO nNuKa Ha xpomaTorpaMmme CTaHAapTHOro
pacTeopa OKCUMeTa3onuHa rMapoxnopunaa,

NonyyYeHHoOn Npu KONU4eCTBEHHOM onpeaeneHun,

Benzalkonium chloride / BeHzankoHus 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 Complies / CooTeeTcTBYET
solution obtained in the Assay test. / Bpewms
YAEPXKNBAHUS OCHOBHOTO NWKa Ha XpomaTorpamme
1CNbITYEMOro pacTeopa AOMXHO COOTBETCTBOBATh
BPEMEHWU YAEPXUBAHUSA OCHOBHOFO nNUKa Ha
XpomaTorpamme CTaHAapTHOro pacTtBopa
BeHsankoHus  xnopuaa,  nomyueHHoit  npw
KONMYECTBEHHOM OnpeaeneHun.

Clarity / MpospayuHocTb The opalescence of the product should not exceed
the opalescence of the reference
suspension I/purified water. / OnanecueHuus

npenapara He OOIbkHA npesblwate | Complies / CooTBeTcTBYET
onaneculerUMlo  3TanoHa cpaBHeHUs |/Bogebl
OUULLIEHHOMN.
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SOFARIMEX

INDUSTRIA QUIMICA £ FARMACEUTICA, 5.A.

FINISHED PRODUCT CERTIFICATE OF ANALYSIS

CEPTU®UKAT AHATTU3A FOTOBOIO NPOAOYKTA

PRODUCT / NPOAYKT: Nasivin Nasal Drops 0.05 % Russia / Ha3ausuH® kannu Ha3zanbHbie 0,05% Poccus /

ARTICLE CODE / BHYTPEHHWUM KOJ NPOAYKTA: 704532

BATCH Ne / MAPTUA Ne /: 30508

MANUFACTURE DATE: / ATA U3rOTOBJIEHWNSA: 04/2023

C.A/CEPTU®UKAT AHANWBA: 2779/23

ANALYTICAL PROC. N°: / MPOTOKOJ1 AHANWN3A Ne: SRAS-9WACU6.4

EXP./ CPOK FrOOHOCTMU: 04/2026

ANALYTICAL REFERENCE / PE®EPEHTHbIN UCTOYHUK METOOB AHANNU3A: Normative documentation / HopmatueHas

AokymeHnTaLma M N012964/01-221221

CUSTOMER INTERNAL CODE / BHYTPEHHWW KOA, NMPOLOYKTA KNUEHTA: 81775839

API NAME / HAMMEHOBAHUE ®APMALIEEBTUYECKON CYBCTAHLIMN: Oxymetazoline Hydrochloride

APl BATCH NUMBER / HOMEP CEPUW ®APMALIEBTUYMECKOW CYBCTAHLINK: 22100367

AP| MANUFACTURER NAME /

_HAUMEHOBAHUWE NPOU3BOANTENA ®APMALIEBTUYECKOW CYECTAHLMM: Siegfried PharmaChemikalien Minden

COUNTRY OF MANUFACTURE OF THE APl /

CTPAHA NMPOU3BOAUTENA PAPMALIEBTUMECKOW CYECTAHLUWWU: Germany

TESTS
Mokasartenu

SPECIFICATIONS
Cneundmkaumm

RESULTS
PesynbTaTthl

Color / LiBeTHOCTBL

The product should be colorless or be comparable
to reference solution Y~. / Mpenapat gonxen GbiTb
6ecuBeTHbLIM WNU BLIAEPKUBATL CpaBHeHWe C
aTanoHom Y7.

Complies / CooTBETCTBYET

Relative density (d 20/20) / OTHocuTenbHas

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

nnoTHoCTL (d 20/20) LdLl
pH From56.5t06.5/0715,5006,5 59
Osmolality / OcmonsinbHOCTL From 270 to 330 mOsmolkg / Ot 270 ago 330 283

MOcmonb/Kr

Related substances / PoacTeeHHble npymecu

Impurity A (hydrolysis product) / Mpumecs A
(npoayKT rugponuaa)
Impurity ZP-1 / Npumecs ZP-1

Individual unidentified impurity / EgnHnynas
HenaeHTUMLMPOBaHHas NPUMECH

Total impurities/ Cymma npumecei

Not more than 0.5 % / He 6onee 0,5 %
Not more than 0.5 % / He 6onee 0,5 %

Not more than 0.1 % / He 6onee 0,1 %

Not more than 1.2 % / He 6onee 1,2 %

< Detection Limit

< Detection Limit

< Detection Limit

< Detection Limit

Assay / KonuuecTBeHHoe onpefgeneHue

Oxymetazoline hydrochloride / OkcumeTasonuHa
rMapoxnopua

Benzalkonium chloride / beH3ankoHus xnopwua,

From 475 to 525 pg/mL of oxymetazoline
hydrochloride/ OT 475 no 525 mkr/mn
OKCMMEeTa30/IMHa MIMapoxnopuaa.

From 45 to 55 yg/mL of benzalkonium chloride/ Ot
45 ao 55 mkr/mn 6eHsankoHua xnopuaa

496
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SOFARIMEX

INDUSTRIA QUIMICA £ FARMACEUTICA, 5.A,

FINISHED PRODUCT CERTIFICATE OF ANALYSIS

CEPTUDUKAT AHAJIM3A TOTOBOIO NPOAYKTA

PRODUCT / NPOAYKT: Nasivin Nasal Drops 0.05 % Russia / Haausuxi® kannu Ha3zanbHble 0,05% Poccus /

ARTICLE CODE / BHYTPEHHUN KOA MPOAYKTA: 704532

BATCH Ne / TAPTUA Ne /: 30508

MANUFACTURE DATE: / AATA U3rOTOBJIEHWUA: 04/2023

C.A/ CEPTUOUKAT AHATU3A: 2779/23

ANALYTICAL PROC. N°: / MPOTOKOJT AHAINU3A Ne: SRAS-SWACU6.4

EXP./ CPOK FrOOQHOCTW: 04/2026

ANALYTICAL REFERENCE / PE®EPEHTHbIN UCTOYHUK METOAOB AHANU3A: Normative documentation / HopmaTvsHas

nokymeHTaumus N N012964/01-221221

CUSTOMER INTERNAL CODE / BHYTPEHHWI KOl NPOAYKTA KITMEHTA: 81775839

API NAME / HAUMEHOBAHUE ®APMALEEBTUMECKON CYBCTAHUUU: Oxymetazoline Hydrochloride

API BATCH NUMBER / HOMEP CEPUN ®APMALIEBTUYECKOW CYBCTAHLIMU: 22100367

APl MANUFACTURER NAME /

HAUMEHOBAHWE NPOV3BOUTENA ®APMALIEBTUMECKOW CYECTAHLIUU: Siegfried PharmaChemikalien Minden

COUNTRY OF MANUFACTURE OF THE API /

CTPAHA NPOU3BOAUTENA ®APMALEBTUYECKOW CYECTAHLIUU: Germany

TESTS SPECIFICATIONS RESULTS

MokasaTtenu Cneuudukauun PesynbTaThl
Microbial purity / Mukpo6uonoruyeckas
yucrToTa
Total aerobic microbial count (TAMC) / Obuiee Not more than 10° CFU / ml /

: <1 CFU/ml

4K1cno aspobHbix GakTepui He Bonee 102 KOE/mn
Total combined yeast and molds count (TYMC)/ Not more than 10" CEU / ml /
OBliee YMCNO APONKEBLIX U NNECHEBbLIX rPUGOB <1 CFU/ml

Pseudomonas aeruginosa

Staphylococcus aureus

He 6onee 10" KOE/mn
Absence in 1 ml/ OtcyTcteue B 1 mn

Absence in 1 ml / OtcytcTeue 8 1 Mn

Absent / OtcyTcTByloT

Absent / OtcytcTByloT

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 bromobuty!
rubber.
1 bottle and patient information leaflet in a carton
pack. / Mo 10 mn npenapata Bo hNakoH TEMHOro
CTeKna ¢ HaBMHYMBaAEMOWN NONUNPONUNEHOBON
KPBILWKOA CO BCTPOEHHOW NUNETKOM U3 CTekna Tuna
3 (EBp. ®.) n GpomByTUnKayuyka.
Mo 1 nakoHy ¢ MHCTPYKUMENH NO NPUMEHEHUIO B
Navky KapTOHHYIO.

Complies / Cootsetctayer

Labeling / MapkupoBka

According to Normative documentation. / B
COOTBETCTBIM C HOPMAaTUBHO! [OKYMEHTaLEN.

Complies / CooTsetcTayer

Storage / XpaHeHue: At temperature below 25°C. / Mpn Temnepatype He Bbiwe 25°C.,

Shelf life / Cpok rogHocTu: 3 years / 3 ropa
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SOFARIMEX

INOUSTRIA QUIMICA £ FARMACEUTICA, 5.4,

FINISHED PRODUCT CERTIFICATE OF ANALYSIS

CEPTU®UKAT AHAJIU3A FOTOBOIO NPOAYKTA

PRODUCT / MPOAYKT: Nasivin Nasal Drops 0.05 % Russia / Haausnu® kannu HasanbHble 0,05% Poccus /

ARTICLE CODE / BHYTPEHHUM KO/ MPOAYKTA: 704532 BATCH Ne / NAPTUA Ne /: 30508
MANUFACTURE DATE: / ATA U3rOTOBNEHUA: 04/2023 C.A/ CEPTUD®UKAT AHAIU3A: 2779/23
ANALYTICAL PROC. N°: / MIPOTOKOI AHAITU3A Ne: SRAS-9WACU6.4 EXP./CPOK rOAHOCTMU: 04/2026

ANALYTICAL REFERENCE /| PEQEPEHTHbIM UCTOYHUK METOOOB AHAINW3A: Normative documentation / HopmaTusHas
AokymeHTauma N N012964/01-221221

CUSTOMER INTERNAL CODE / BHYTPEHHUW KOf, NPOOYKTA KNUEHTA: 81775839

AP NAME / HAMMEHOBAHWE ®APMALIEBTUMECKOW CYBCTAHLUU: Oxymetazoline Hydrochloride

API BATCH NUMBER / HOMEP CEPUN ®APMALIEBTUMECKOW CYECTAHLIVN: 22100367

" API MANUFACTURER NAME / .
HAWMEHOBAHWE NPOU3BOAUTENA ®APMALIEBTUMECKOW CYBCTAHLIWU: Siegfried PharmaChemikalien Minden

COUNTRY OF MANUFACTURE OF THE APt/ .
CTPAHA NPOU3BOOUTENSA PAPMALIEBTUYECKOW CYECTAHRLWN: Germany

REMARKS / Mpumeyanue:
The Product conforms to ND/
MpoaykT cootBeTCTBYET TpeGosaHnam HI

BATCH REMARKS / MpumeuaHue ana cepuum:

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 CBUAETENLCTBYIO, YTO AaHHAA NapTUs NPOBEpeHa B
COOTBETCTBUAM C paspeileHnem Ha MapkeTuHr M EBponenckuM pykOBOACTBOM MO Haanexallel nNpou3BOACTBEHHOWN
npakTuKe Ans nekapcTBeHHbIX MPOaYKTOB.

ANALIST / Ananutux: - =
DECISION / 3akntoueHue: Aﬂ \AO /R O’(

Miguel Rocha DATE / fara: chD/ of / lo2?
oA InESIRSIbicixb, QUALIFIED PERSON / OTBETCTBEHHOE AMLLO:
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