SOFARIMEX

INDUSTRIA QUIMICA E FARMACEUTICA, 5.4,

FINISHED PRODUCT CERTIFICATE OF ANALYSIS

CEPTU®UKAT AHANIU3A TOTOBOIO NPOAYKTA

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

ARTICLE CODE / BHYTPEHHMI KOA NPOAYKTA: 704532 BATCH Ne / NAPTHUA Ne /: 55143
MANUFACTURE DATE: / DATA U3rOTOBIEHURA: 02/2025 C.A/ CEPTU®UKAT AHAIN3A: 991/25
ANALYTICAL PROC. N° / MPOTOKON AHAJTU3A Ne: SRAS-9WACUB.5 EXP./ CPOK FOQHOCTHW: 01/2028

ANALYTICAL REFERENCE / PE®EPEHTHbIM NICTOYHUK METOAOB AHAJIU3A: Normative documentation / HopmatusHas
AokymerTauus N N012964/01-240523

CUSTOMER INTERNAL CODE / BHYTPEHHUI KOL, NPOAYKTA KNMUEHTA: 81775839

API NAME, INN / HAUMEHOBAHWUE ®APMALIEBTUMECKOU CYECTAHUUWU, MHH: Oxymetazoline Hydrochloride, INN:
Oxymetazoline / OkcumeTazonuHa rugpoxnopua, MHH: OkcumeTazonuH

API MANUFACTURER BATCH NUMBER / HOMEP CEPU/ NPOU3BOAUTENS ®APMALEEBTUYECKOW CYBCTAHUWN:
24252103

FP MANUFACTURER APl BATCH NUMBER / HOMEP CEPUX ®APMALIEBTUMECKOU CYBECTAHLUWW NPOU3BOAUTENSA
rMo: 24090271

API MANUFACTURER NAME / .
HAUMEHOBAHME NPOU3BOOUTENA ®APMALIEBTUMECKOW CYBCTAHLUMWW: Siegfried PharmaChemikalien Minden GmbH /
3urcbpun PapmaXemukanued MuHaeH MTm6X

COUNTRY OF MANUFACTURE OF THE API / 5
CTPAHA NPOU3BOAUTENSA ®APMALIEBTUMECKOWU CYECTAHLMWW: Germany / Fepmanus

TESTS SPECIFICATIONS RESULTS
Mokasatenu Cneuundomkayuu PesynbTtaThl
Description/ OnucaHue Transparent or almost transparent, from a nearly

colorless to slightly yellow solution. / Npo3payHbiii Complies / CooTBeTcTBYET
MW NOYTW MpOo3padHbIi pacTBOp OT  MAOYTU
HecuBeTHOro Ao cnabo-xenToro LpeTa.

Identity/ MognuHHoOCTKL Retention time of the main peak in the | Complies/ CooTBeTcTBYET
Oxymetazoline hydrochloride / chromatogram of the test solution should comply
OxkcumeTazonuHa rugpoxnopug with retention time of the main peak in the

chromatogram of oxymetazoline hydrochloride
standard solution obtained in the Assay test. /
Bpemsa ypepxvBaHWsi OCHOBHOFO MMKa Ha
XpoMaTorpamMmme MUCNbITYEMOro pactsopa LOSTKHO
COOTBETCTBOBATL BpEMEHN yAEpPKNBAHUS
OCHOBHOFO NUKa Ha XpomaTorpaMmme CTaHAapTHOro
pacteopa OKCMMETa3onnHa rmgpoxnopuaa,
NonNy4YeHHOW fpy KONUMYECTBEHHOM ONpPEAENeHUN.

Benzalkonium chloride / BeHzankoHus Retention time of the main peak in the | Complies/ CooTtseTcTByeT
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. / Bpewms
yAEPXUBAHUA OCHOBHOTO NMUKa Ha XpomaTtorpamMmme
MCMbITYEMOro pacTsopa AOMMKHO COOTBETCTBOBATb
BPEMEHU YAEepXWBaHWSA OCHOBHOTO nNWKa Ha
Xpomarorpamme CTaHAApTHOro pacTBopa
6eHsankoHuss  xnopwuga,  MNoONyyYyeHHoW  npu
KONUYECTBEHHOM OnpeaeneHun.
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SOFABIMEX

INDUSTRIA QUIMICA E FARMACEUTICA, 5.4,

FINISHED PRODUCT CERTIFICATE OF ANALYSIS

CEPTU®UKAT AHATU3A rOTOBOIO NMPOAYKTA

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

ARTICLE CODE / BHYTPEHHUW KOl NPOAYKTA: 704532

BATCH Ne / NAPTUA Ne /: 55143

MANUFACTURE DATE: / AATA U3rOTOBNEHWA: 02/2025

C.A | CEPTUDUKAT AHANMU3A: 991/25

ANALYTICAL PROC. N°: / TPOTOKOI AHAJIU3A Ne: SRAS-9WACU6.5

EXP. / CPOK rOIHOCTH: 01/2028

ANALYTICAL REFERENCE / PEOEPEHTHbIA UCTOYHUK METOOB AHAJIU3A: Normative documentation / HopwmaTusHas

pokymerTaums N N012964/01-240523

CUSTOMER INTERNAL CODE / BHYTPEHHUM KOL NPOAYKTA KNMEHTA: 81775839

APl NAME, INN / HAMMEHOBAHUE ®APMALIEBTUMECKON CYBCTAHLIUK, MHH: Oxymetazoline Hydrochloride, INN:
Oxymetazoline / OkcumeTasonuHa rugpoxnopua, MHH: OkcumeTazonuH

AP!| MANUFACTURER BATCH NUMBER / HOMEP CEPVM NPOU3BOAMUTENSA ®PAPMALIEBTU4ECKOU CYBCTAHLUUU:

24252103

FP MANUFACTURER APl BATCH NUMBER / HOMEP CEPMW ®APMALIEBTUYECKOW CYBCTAHLUNU NPOU3BOAUTENA

rMo: 24090271

API MANUFACTURER NAME /

HAUMEHOBAHWE NPOU3BOAUTENA ®APMALIEBTUYECKOW CYBCTAHLIUMU: Siegfried PharmaChemikalien Minden GmbH /

Surdhpua PapmaXemukanueH MusaeH M'mb6X

COUNTRY OF MANUFACTURE OF THE API/

CTPAHA NMPOU3BOOUTENS ®APMALIEBTUHECKOW CYBCTAHLIMMN: Germany / Fepmanus

TESTS
MokazaTenu

SPECIFICATIONS
Cneuudmnkauumn

RESULTS
Pe3ynbTaThl

Clarity / Mpo3pauHoOCTb

The opalescence of the product should not exceed
the opalescence of the reference
suspension l/purified water. / OnanecueHuus
npenapata He AOIKHa npesbILWaTh
onanecLeHUMio sTanoHa cpaBHeHus |/Boapl
OYULLIEHHON.

Complies / CooTBeTtcTByeT

Color / LiBeTHoCTb

The product should be colorless or be comparable
to reference solution Yz. / Npenapat AomkeH ObITb
fecupeTHbIM MNU  BbIAEPXMBATb CpaBHEHUE ¢
aTanoHom Y7.

Complies / CooTBeTCTBYET

Relative density (d 20/20) / OTHocuTenbHas
nnoTHocTk (d 20/20)

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

1.009

pH

From551t06.5/0155806,5

5.9

Osmolality / OcMonansHOCTL

From 270 to 330 mOsmol/kg / Ot 270 go 330
mOcmonb/kr

286 mOsmol/kg

Related substances / PoacTBeHHbIe NpUMecH

Impurity A (hydrolysis product) / Npumecs A
(nNpoaykT rugponusay)
Impurity ZP-1 / Mpumecs ZP-1

Individual unidentified impurity / EanHnynas
HengeHTUdUUMpPOBaHHAsA NPUMECH

Total impurities/ Cymma npumMecei

Not more than 0.5 % / He Gonee 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 %

<LD

<LD

<LD

<LD
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SOFARIMEX

INDUSTRIA QUIMICA E FARMACEUTICA, S.A,

FINISHED PRODUCT CERTIFICATE OF ANALYSIS

CEPTUDPUKAT AHATIU3A TOTOBOIO NPOAYKTA

PRODUCT / MPOAYKT: Nasivin Nasal Drops 0.05 % Russia / Ha3uBuH® kannu Ha3zanbHble 0,05% Poccus /

ARTICLE CODE / BHYTPEHHUM KOA NMPOAOYKTA: 704532 BATCH Ne / MAPTHUA Ne /: 55143
MANUFACTURE DATE: / ATA U3rOTOBNEHUA: 02/2025 C.A/ CEPTU®UKAT AHANU3A: 991/25
ANALYTICAL PROC. N°: / MPOTOKON AHAJIU3A N2: SRAS-9WACUB.5 EXP./ CPOK rOOHOCTMH: 01/2028

ANALYTICAL REFERENCE / PE®EPEHTHbIU UCTOYHWUK METOAOB AHAJIM3A: Normative documentation / HopmaTusHas
nokymeHTauus M N012964/01-240523

CUSTOMER INTERNAL CODE / BHYTPEHHWI KOf] NPOAYKTA KIUEHTA: 81775839

APl NAME, INN / HAUMEHOBAHUE ®APMALIEBTUYECKOM CYBCTAHUWK, MHH: Oxymetazoline Hydrochloride, INN:
Oxymetazoline / OkcumeTtasonuHa rugpoxnopua, MHH: OkcuMeTasonux

APl MANUFACTURER BATCH NUMBER / HOMEP CEPUW NPOU3BOAUTENA ®APMALIEBTUMECKOW CYECTAHLUN:
24252103

FP MANUFACTURER APl BATCH NUMBER / HOMEP CEPUN ®APMALIEBTUYECKOW CYECTAHLUU NPOU3BOAUTENSA
MMo: 24090271

API MANUFACTURER NAME / .
HAUMEHOBAHWE NPOU3BOAUTESNTA ®PAPMALIEBTUYECKOMW CYBCTAHLUMWMU: Siegfried PharmaChemikalien Minden GmbH /

3urdpua PapmaXemukanued MunaeH MmbX

COUNTRY OF MANUFACTURE OF THE API / .
CTPAHA NPOU3BOAUTENA ®APMALIEBTUMECKOW CYECTAHLUKU: Germany / "epmaHus

TESTS SPECIFICATIONS RESULTS
MNokasaTtenu Cneuundukaumm Pe3ynbTraTthbl

Assay | KonudecTBeHHOe onpepneneHue

Oxymetazoline hydrochloride / OkcumeTazonuHa From 475 to 525 pg/mL of oxymetazoline 502 ua/mL
rmgpoxnopua hydrochloride/ Ot 475 go 525 mkr/mn Hg/m
OKCMMETa3onunHa rmapoxnopuaa.

Benzalkonium chloride / Bern3ankoHnus xnopug, From 45 to 55 pg/mL of benzalkonium chloride/ O 48 ua/mL
45 ao 55 mkr/mn 6eH3ankoHUA xnopuaa Hg

Microbial purity / Mukpo6uonoruuyeckas
yucrora

Total aerobic microbial count (TAMC) / OBluee Not more than 10> CEU /ml /
yncno aspobHbix GakTepui He Gonee 102 KOE/Mn <1 UFC/ml
Total combined yeast and molds count (TYMC) / Not more than 10" CEU /mi /
O6bLee yncno ApoXokeBbIX U NecHeBbIX rprubos He Gornee 1 01 KOE/Mn <1 UFC/mi
Pseudomonas aeruginosa Absence in 1 ml/ Otcytcteue B 1 Mn Absent/m!
Staphylococcus aureus Absence in 1 ml/ Otcytcteue B 1 mn

Absent/ml
Package / YnakoBka 10 mL in an amber glass bottle with a .

Complies / CooTBeTcTBYET

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. / Mo 10 mn npenapaTta Bo ¢nakoH TEMHOro

CTekna ¢ HaBMHYMBaeMoW NONUNPONUNEHOBOM

KPbILUKOW CO BCTPOEHHOW NUNETKOA 13 CTekna Tuna

3 (Eep. ®.) n GpombyTUNKayuyka.

Mo 1 cbnakoHy ¢ MHCTPYKUMER NO NPUMEHEHMIO B
naJky KapTOHHYIO.
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SOFARIMEX

INDUSTRIA GUIMICA E FARMACEUTICA, S.A,

FINISHED PRODUCT CERTIFICATE OF ANALYSIS

CEPTU®UKAT AHAJNIU3A rOTOBOIO NPOAYKTA

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

ARTICLE CODE / BHYTPEHHUW KOl MPOAYKTA: 704532 BATCH Ne / MAPTUA Ne /: 55143
MANUFACTURE DATE: / AATA U3rOTOBNEHUA: 02/2025 C.A/ CEPTUDUKAT AHANU3A: 991/25
ANALYTICAL PROC. N° / MTPOTOKOJ AHATN3A Ne: SRAS-9WACU6.5 EXP. / CPOK FOOHOCTW: 01/2028

ANALYTICAL REFERENCE / PEOEPEHTHbIM UCTOYHUK METORQOB AHAMU3A: Normative documentation / HopmaTnsHas
pokymenTauns [ N012964/01-240523

CUSTOMER INTERNAL CODE / BHYTPEHHUW KOA NPOAYKTA KINUEHTA: 81775839

API NAME, INN / HAUMEHOBAHWE ®APMALIEBTUYECKOWU CYBECTAHLMW, MHH: Oxymetazoline Hydrochloride, INN:
Oxymetazoline / OkcumeTasonuna rugpoxnopug, MHH: OKCUMEeTa3omnuH

AP| MANUFACTURER BATCH NUMBER / HOMEP CEPUW NPOU3BOAUTENA ®APMALIEBTUMECKOW CYBCTAHLIVIN:
24252103

EP MANUFACTURER API BATCH NUMBER / HOMEP CEPUU ®APMALEEBTUYECKOWN CYBCTAHLWUU NPON3BOOUTENA
rMo: 24090271

APl MANUFACTURER NAME / .
HAMMEHOBAHME NPOU3BOAUTENA ®APMALEEBTUYECKOWN CYECTAHLIUM: Siegfried PharmaChemikalien Minden GmbH /

3urchpun PapmaXemukanmed MuHaeH MmeX

COUNTRY OF MANUFACTURE OF THE API/ .
CTPAHA NMPOU3BOAUTENS ®APMALIEBTUMECKOW CYECTAHLIUW: Germany / lepmaus

TESTS SPECIFICATIONS RESULTS
Moka3arenu Cneunduxkaummn PesynbTaTthl
Labeling / MapkupoBka According to Normative documentation. / B Complies / CooTBETCTBYET
COOTBETCTBUM C HOPMATMBHOW AOKYMEHTaLUen.

Storage / XpaHeHue: At temperature below 25°C. / MNpu Temnepatype He Bbile 25°C.

Shelf life / Cpok roaHocTu: 3 years (-1 month) / 3 roaa (-1 mecsu)

REMARKS / MpumeyaHue:
The Product conforms to ND/
Mpoaykt cooTeeTcTBYeT TpebosaHuam HJ]

BATCH REMARKS / NpumevaHue ana cepuu: 7

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. / [laHHbIM CBWAETENLCTBYIO, YTO AaHHAs NapTUs NpoBepeHa B
COOTBETCTBMM C paspelleHMeM Ha MapKeTMHr v EBponeiickum pyKOBOACTBOM NO Haanexaluei NpON3BOACTBEHHOMN
npakTuke Ansi nekapCTBEHHbIX NPOAYKTOB.

ANALIST / AHanuTuk: 7
DECISION / 3aknioueHue: /l;,yf%yj

Sania Chainho . 4

M. Inés Ribeiro DATE | flava: 7§/ ¢/ /Zl)Zi =
QUALIFIED PERSON / OTBeTcTBEHHOE NULIO: P
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