SOFARIMEX

INDUSTRIA QUIMICA E FARMACEUTICA, S.A,

FINISHED PRODUCT CERTIFICATE OF ANALYSIS

CEPTU®UKAT AHATNU3A TrOTOBOIO NMPOAYKTA

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

ARTICLE CODE / BHYTPEHHUW KOQ NPOAYKTA: 704532 BATCH Ne / NTAPTUA Ne /: §5220
MANUFACTURE DATE: / BATA U3rOTOBNEHWA: 02/2025 C.A /| CEPTUOUKAT AHAJU3A: 1372/25
ANALYTICAL PROC. N°: / MNPOTOKON AHAITU3A Ne: SRAS-9WACUB.5 EXP./ CPOK rOOHOCTW: 01/2028

ANALYTICAL REFERENCE / PE®OEPEHTHbIM UICTOYHUK METOAOB AHANU3A: Normative documentation / HopmartusHas
AokymeHTaums M N012964/01-240523

CUSTOMER INTERNAL CODE / BHYTPEHHUM KOQl NPOAYKTA KITMEHTA: 81775839

API NAME, INN / HAUMEHOBAHUE ®APMALIEBTUYECKOW CYECTAHLIUWU, MHH: Oxymetazoline Hydrochioride, INN:
Oxymetazoline / OkcumeTtaszonuHa rugpoxnopua, MHH: OkcumeTtasonuH

APl MANUFACTURER BATCH NUMBER / HOMEP CEPU NPON3BOAUTENA ®APMALIEBTUMECKON CYBCTAHLIUMN:
24252103

FP MANUFACTURER APl BATCH NUMBER / HOMEP CEPUM ®APMALIEBTUYECKOW CYBCTAHLIMK NPON3BOAUTENA
rMo: 24090271

API MANUFACTURER NAME / .
HAMMEHOBAHUE NPON3BOAUTENA ®APMALIEBTUYECKOWU CYBCTAHLUWMMU: Siegfried PharmaChemikalien Minden GmbH /
3urdppng PapmaXemukanneH MuHaeH MubX

COUNTRY OF MANUFACTURE OF THE API/ .
CTPAHA NPOU3BOONTENA ®APMALIEBTUYECKOU CYBCTAHUWWU: Germany / 'epmanus

TESTS SPECIFICATIONS RESULTS
MokasaTtenu Cneuundonkauumn Pesynbrarbl
Description/ OnucaHue Transparent or almost transparent, from a nearly

colorless to slightly yellow solution. / Mpo3pauHbin | Complies / CooTseTcTRYyeT
MNW  NOYTW Mpo3padHbii  PacTBop OT NOYTU
OecuBeTHOro Ao cnabo-XenToro LBeTa.

Identity/ MognuHHOCTL Retention time of the main peak in the | Complies/ CootBetcTBYyeT
Oxymetazoline hydrochloride / chromatogram of the test solution should comply
OkcuMeTasonuHa rugpoxnopupa, with retention time of the main peak in the

chromatogram of oxymetazoline hydrochloride
standard solution obtained in the Assay test. /
Bpema  yaepxvwBaHus  OCHOBHOMO mnuka Ha
XpomarorpamMme UCMbITYeMOro pacteopa [JOSDKHO
COOTBETCTBOBATL BPEMEHU yAepXuBaHus
OCHOBHOIO MUKa Ha XxpoMaTorpamme CTaHaapTHOro
pacteopa oKcMmeTasonuHa rmapoxnopuaa,
NoMy4YeHHOW NMpu KONUYECTBEHHOM OMpeREneHun.

Benzalkonium chloride / BeHzankoHus Retention time of the main peak in the | Complies/ CooTtBeTcTBYET
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
yOEPXMBAHMS OCHOBHOIO NKa Ha XxpomMaTtorpamve
UCMbITYEMOro pacTeopa AOSMKHO COOTBETCTBOBATh
BpEMEHN YJAEpXUBaAHWS OCHOBHOIMO MMWKa Ha
XpomaTtorpamme CTaHAapTHOrO pacTsopa
OeH3ankoHus  xmopuaa,  MNOMyYeHHOW  Mnpw
KONUYECTBEHHOM ONpeaeneHnu.
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SOFARIMEX

INDUSTRIA QUIMICA E FARMACEUTICA, S.A.

FINISHED PRODUCT CERTIFICATE OF ANALYSIS

CEPTU®UKAT AHAJIU3A TrOTOBOIO NMPOAYKTA

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

ARTICLE CODE / BHYTPEHHWUW KOJ, MPOOYKTA: 704532

BATCH Ne / NAPTUA Ne /: §5220

MANUFACTURE DATE: / ATA U3rOTOBNEHWUA: 02/2025

C.A/ CEPTUDOUKAT AHAITU3A: 1372/25

ANALYTICAL PROC. N°: / TPOTOKON AHAINN3A Ne: SRAS-9WACUG.5

EXP./ CPOK rOJHOCTH: 01/2028

ANALYTICAL REFERENCE / PEQEPEHTHbIU UICTOYHUK METOAOB AHAJIU3A: Normative documentation / HopmaTtnshas

nokymeHTaums 11 N012964/01-240523

CUSTOMER INTERNAL CODE / BHYTPEHHWUW KOJ, NMPOAYKTA KIMUEHTA: 81775839

API NAME, INN / HAMMEHOBAHUE ®APMALEEBTUYECKOU CYBECTAHLIMKW, MHH: Oxymetazoline Hydrochloride, INN:
Oxymetazoline / OkcumeTasonuHa rugpoxnopug, MHH: OkcumeTasonuH

APl MANUFACTURER BATCH NUMBER / HOMEP CEPUKX NMPOU3BOAUTENA ®APMALIEBTUYMECKOWN CYBCTAHLUN:

24252103

FP MANUFACTURER API BATCH NUMBER / HOMEP CEPU/ ®APMALUEBTUYECKOW CYECTAHLIMU NPOU3BOAUTENA

rNo: 24090271

API MANUFACTURER NAME /

HAUMMEHOBAHME NPOU3BOAUTENSA ®APMALIEBTUYECKOW CYBCTAHLIUMK: Siegfried PharmaChemikalien Minden GmbH /

3urdpug PapmaXemukanued MunaeHn MTmM6X

COUNTRY OF MANUFACTURE OF THE API/

CTPAHA NPOM3BOAUTENA ®APMALIEBTUYECKOW CYECTAHLUWUWU: Germany / Tepmanus

TESTS
MokasaTenu

SPECIFICATIONS
Cneundukauum

RESULTS
PesynbTtarthbl

Clarity / Mpo3pa4yHocTb

The opalescence of the product should not exceed
the opalescence of the reference
suspension l/purified water. / OnanecueHuus
npenaparta He AOMKHa npesbilaTh
onarnecueHUMio 3TanoHa cpaBHeHust |/Bogel
OYULLEHHOWN.

Complies / CootBeTcTBYeET

Color / UBeTHOCTBL

The product should be colorless or be comparable
to reference solution Y7. / Mpenapat gomxeH bbiTb
fecuBeTHbIM UNU BbldepXWBaTb CpPaBHEHWE C
3TanoHom Y7.

Complies / CooTBeTcTBYET

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

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

1.008

pH

From5.5t06.5/015,5806,5

5.9

Osmolality / OcMonsinbHOCTb

From 270 to 330 mOsmol/kg / Ot 270 po 330

mOcmonb/kr

287 mOsmol/kg

Related substances / PogcTBeHHbIe npumMecu

Impurity A (hydrolysis product) / Mpumecs A
(NpoaykT rugponusa)
Impurity ZP-1 / Npumecs ZP-1

Individual unidentified impurity / EanHnuHas
HenaeHTULMpOBaHHAsA NpMMech

Total impurities/ Cymma npumecein

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 %

<LD

<LD

<LD

<LD
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SOFARIMEX

INDUSTRIA QUIMICA E FARMACEUTICA, 5.A.

FINISHED PRODUCT CERTIFICATE OF ANALYSIS

CEPTUD®UKAT AHATTU3A TOTOBOIO NPOAOYKTA

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

ARTICLE CODE / BHYTPEHHWW KOL NPOAYKTA: 704532 BATCH Ne / NTAPTUA Ne /: 55220
MANUFACTURE DATE: / BATA U3rOTOBINEHUA: 02/2025 C.A | CEPTUOUKAT AHAJIN3A: 1372/25
ANALYTICAL PROC. N°: /| TIPOTOKON AHAJTU3A Ne: SRAS-9WACUG.5 EXP./ CPOK rogHOCTH: 01/2028

ANALYTICAL REFERENCE / PEQEPEHTHbLIM NICTOYHUK METOOOB AHAMWU3A: Normative documentation / HopmaTtueHas
aokymenTaums [1N012964/01-240523

CUSTOMER INTERNAL CODE / BHYTPEHHUU KOf NMPOAYKTA KITMEHTA: 81775839

API NAME, INN / HAUMEHOBAHUE ®APMALEEBTUYECKOW CYECTAHLIUW, MHH: Oxymetazoline Hydrochloride, INN:
Oxymetazoline / OkcumeTtaszonuna rugpoxnopug, MHH: OkcumeTtazonuH

APl MANUFACTURER BATCH NUMBER / HOMEP CEPWUUA NPON3BOOUTENA ®APMALIEBTUMECKON CYBCTAHLINK:
24252103

FP MANUFACTURER API BATCH NUMBER / HOMEP CEPUW ®APMALIEBTUYECKOU CYBCTAHLUWU NPON3BOOUTENA
Ma: 24090271

APl MANUFACTURER NAME / 3
HAMMEHOBAHMWE NPOU3BOOUTENA ®APMALIEBTUYECKOWN CYBCTAHLUMWM: Siegfried PharmaChemikalien Minden GmbH /
3urdppna PapmaxXemukanved MuHaer TmoX

COUNTRY OF MANUFACTURE OF THE API / .
CTPAHA NMPOU3BOAUTENA ®APMALIEBTUMECKOM CYBECTAHLIUWU: Germany / epmanus

TESTS SPECIFICATIONS RESULTS
MokasaTtenu Cneuundukaumm PesynbTtarthl

Assay / KonuuecTBeHHOe onpegeneHue

Oxymetazoline hydrochloride / OkcumeTtasonuHa From 475 10 525 pyg/mL of oxymetazoline 500 ua/mL
rmapoxrnopug hydrochloride/ OT 475 go 525 mkr/mn Hg/m
OKCUMEeTa3onvHa rmapoxnopuaa.
Benzalkonium chloride / BeHaankoHua xnopup, From 45 to 55 pug/mL of benzalkonium chloride/ Ot 49 ua/ml
45 po 55 mkr/mn 6eHsankoHus xnopuaa Hg/m
Microbial purity / Mukpobuonoruyeckas
yuctoTa
Total aerobic microbial count (TAMC) / O6wee Not more than 102 CFU/mi/
6 6 "
uucno aapobHbix GakTepwuin He 6onee 102 KOE/mn <1 UFC/ml
Total combined yeast and molds count (TYMC)/ Not more than 10" CFU /ml/
06
Lee YNCNOo APOXCKEBbIX U NNECHEBbLIX rpnbos He Gonee 101 KOE/mn <1 UFC/ml
Pseudomonas aeruginosa Absence in 1 ml/ Otcytcteue B 1 Mn Absent/ml
Staphylococcus aureus Absence in 1 ml/ OtcytctBue B 1 Mn
Absent/ml
Package / YnakoBka 10 mL in an amber glass bottle with a

polypropylene screw cap with an integrated pipette Complies / CooTetcTayet

made of glass type 3 (Eur. Ph.) and bromobutyl

rubber.

1 bottle and patient information leaflet in a carton

pack. / o 10 mn npenaparta B0 oriakoH TEMHOIo

cTekna ¢ HaBUHYMBAEMON NONMNPONMNEHOBOW

KPbILLKOW CO BCTPOEHHOW NMMNETKON U3 CTekNa Tvna

3 (EBp. ®.) n 6pombyTUrKayyyKa.

Mo 1 cpnakoHy € MHCTPYKUMERN MO NPUMEHEHNIO B
NayKy KapTOHHYIO.
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SOFARIMEX

INDUSTRIA QUIMICA E FARMACEUTICA, S.A.

FINISHED PRODUCT CERTIFICATE OF ANALYSIS

CEPTU®UKAT AHANTU3A rOTOBOIO NMPOAOYKTA

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

ARTICLE CODE / BHYTPEHHWI KOA, MPOAYKTA: 704532 BATCH Ne / TAPTUA Ne /: 55220
MANUFACTURE DATE: / AATA U3rOTOBNEHWA: 02/2025 C.A /| CEPTUOUKAT AHANU3A: 1372/25
ANALYTICAL PROC. N°: / NTPOTOKOJ1 AHAIU3A Ne: SRAS-9WACUG.5 EXP./CPOK roqHOCTW: 01/2028

ANALYTICAL REFERENCE / PEQEPEHTHbLIN UICTOYHUK METOOOB AHAMNMU3A: Normative documentation / HopmatusHas
pokymeHTaums [1N012964/01-240523

CUSTOMER INTERNAL CODE / BHYTPEHHWUW KOL, MPOAYKTA KITUEHTA: 81775839

API NAME, INN / HAMUMEHOBAHWUE ®APMALEEBTUYECKOU CYBCTAHLIUK, MHH: Oxymetazoline Hydrochloride, INN:
Oxymetazoline / OkcumeTrasonuna rugpoxnopua, MHH: Okcumetasonud

APl MANUFACTURER BATCH NUMBER / HOMEP CEPUX NPON3BOAUTENSA ®APMALEBTUYECKOW CYBCTAHLIUU:
24252103

FP MANUFACTURER API BATCH NUMBER / HOMEP CEPUW ®APMALIEBTUYECKOWU CYECTAHLIMX NPOU3BOAUTENA
No: 24090271

API MANUFACTURER NAME / .
HAUMEHOBAHUWE NPOU3BOAUTENA ®APMALIEEBTUMECKOWU CYBCTAHLIUMU: Siegfried PharmaChemikalien Minden GmbH /
Surcbpua PapmaXemukanued MunaeH MbXxX

COUNTRY OF MANUFACTURE OF THE API / :
CTPAHA NPON3BOAUTENA ®APMALIEBTUYECKOWU CYBCTAHUWW: Germany / lepmaHus

TESTS SPECIFICATIONS RESULTS
MokasaTtenu Cneuundmkayuu Pesynerartbl
Labeling / MapkupoBka According to Normative documentation. / B Complies / CooTtBeTcTBYET

COOTBEeTCTBUM C HOpMaTMBHOVI ,D,OKYMBHT&LWIGVI.

Storage / XpaHeHue: At temperature below 25°C. / [pu TemnepaType He Bbiwe 25°C.

Shelf life / Cpok rognocTu: 3 years (-1 month) / 3 roga (-1 mecsu)

REMARKS / lNpumevaHue:
The Product conforms to ND/
MpoaykT cooTBeTCTBYET TpebosaHnam HL

BATCH REMARKS / NMpumevaHue gns cepum:

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. / JaHHbiM cBUAETENLCTBYIO, YTO AaHHAA NapTus NPoBepeHa B
COOTBETCTBMW C Pa3pelleHVeM Ha MapKeTUHr n EBpONEfcKMM pYKOBOACTBOM MO Hapgsiexalleid MpousBOACTBEeHHOW
MpaKkTuKe ANSA NeKapCcTBEHHbIX NPOAYKTOB,

ANALIST / Avanutuk:

DECISION / 3akniouetme: W\/QC(
Sénia Chainho DATE / flata: @({O 262 <

M. Inés Ribeiro 3
QUALIFIED PERSON / OTsetcraéHHoe nuuo: A~
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