SOFARIMEX

INDUSTRIA QUIMICA E FARMACEUTICA, S.A.

FINISHED PRODUCT CERTIFICATE OF ANALYSIS

CEPTU®UKAT AHATIU3A TOTOBOIO NPOOAYKTA

rF’RODUCT/ NPOAYKT: Nasivin Nasal Drops 0.05 % Russia / HazuBuH® kannu Ha3anbHble 0,05% Poccus /

ARTICLE CODE / BHYTPEHHWI KOl MPOAYKTA: 704532 BATCH Ne / MAPTUS Ne /: 30762
MANUFACTURE DATE: / OATA U3rOTOBNEHWSA; 06/2023 C.A/ CEPTUDUKAT AHATIN3A: 3583/23
ANALYTICAL PROC. N°: / TIPOTOKOJT AHATNU3A Ne: SRAS-9WACUG .4 EXP./ CPOK FOQHOCTHM: 06/2026

ANALYTICAL REFERENCE / PE®EPEHTHbLIM UCTOYHUNK METOOOB AHAJTU3A: Normative documentation / HopmartueHas
AokymeHrauus N N012964/01-221221

CUSTOMER INTERNAL CODE / BHYTPEHHMW KO[, MPOAYKTA KIMUEHTA: 81775839

APl NAME / HAUMEHOBAHWE ®APMALIEBTUYECKOM CYBCTAHLMWUWN: Oxymetazoline Hydrochloride

API BATCH NUMBER / HOMEP CEPUU ®APMALIEBTUYECKOM CYBCTAHLUMMK: 22100367/23010347

APl MANUFACTURER NAME /

HAUMEHOBAHWE MPOU3BOANTENS ®APMALIEBTUYECKOWN CYBCTAHLWMN: Siegfried PharmaChemikalien Minden
COUNTRY OF MANUFACTURE OF THE API/

CTPAHA NMPOU3BOAUTENSA ®APMALIEBTUYECKON CYBCTAHLIMU: Germany

TESTS SPECIFICATIONS RESULTS
Mokasarenu Cneuudukaymm PesynbTaThl
Description/ Onucadue Transparent or almost transparent, from a nearly

colorless to slightly yellow solution. / MpospayHbii Complies / CooTseTcTBYET
WM NOYTU MPO3PaqHbIl  pacTBOP OT MOYTH
GecuseTHoro 1o cnabo-xenToro UeeTa.

Identity/ MognuHHoCcTL Retention time of the main peak in (he
Oxymetazoline hydrochloride / chromatogram of the test solution should comply
OkcumeTasonuHa ruapoxnopua with retention time of the main peak in the

chromatogram of oxymetazoline hydrochloride
standard solution obtained in the Assay test. / Complies / CooTBeTcTBYET
Bpema  yaepkuBaHWS  OCHOBHOIO NUKa  Ha
XpomaTorpamme UCMbITYEMOro pacTeopa JOMKHO
COOTBETCTBOBATHL BpeMeHN yAepKuBaHus
OCHOBHOIO MNKKa Ha XpomaTorpamme CTaHAapTHOTO
pacTeopa oKCMmeTasonuHa ruapoxnopuaa,
Nony4YeHHON NPU KONMYECTBEHHOM onpeaeneHuu.

Benzalkonium chloride / BenzankoHus Retention time of the main peak in the
xnopug chromatogram of the test solution should comply
with retention time of the muain peak in the
chromatogram of benzalkonium chloride standard | Complies / CooTteeTcTBYET
solution obtained in the Assay test. / Bpewms
yAepXnBaHUs OCHOBHOFO MKKa Ha XpomarorpamMme
UCNBITYEMOro pacTeopa A0MKHO COOTBETCTBOBATL
BPEMEHN YJEepXUBaAHWUA OCHOBHOrO nuka Ha
Xpomarorpamme cTaHAapTHoro pacteopa
GeHsankoHusn  xnopupa,  nonyyeHHoln  mpw
KONUYECTBEHHOM onpeaeneHuu.

Clarity / Npo3pa4yHocTb The opalescence of the product should not exceed
the opalescence of the reference
suspension l/purified water. / OnanecueHuus
npenaparta He AOMKHA npesbilaTh Complies / CooTBetcTBYET
onanecueHUMio sTanoHa cpaBHeHUs |/Boabl
OYULLEHHON.
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SOFARIMEX

INDUSTRIA QUIMICA E FARMACEUTICA, 5.4,

FINISHED PRODUCT CERTIFICATE OF ANALYSIS

CEPTU®UKAT AHAJIU3A TOTOBOIO NPOOYKTA

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

ARTICLE CODE / BHYTPEHHWUW KOJ MPOAYKTA: 704532 BATCH Ne / MAPTUA Ne /: 30762
MANUFACTURE DATE: / JATA U3rOTOBJIEHUA: 06/2023 C.A/CEPTUOUKAT AHANMN3A: 3583/23
ANALYTICAL PROC. N°: / MPOTOKOIN AHAMNWU3A Ne: SRAS-9WACUG6.4 EXP./ CPOK FrOAHOCTMW: 06/2026

ANALYTICAL REFERENCE / PEGEPEHTHbIN UICTOYHUK METOJOB AHANWU3A: Normative documentation / HopmaTtusHasi
AokymeHTaumsa I N012964/01-221221

CUSTOMER INTERNAL CODE / BHYTPEHHWUIA KO MPOMYKTA KITMEHTA: 81775839

API NAME / HAMMEHOBAHMWE ®APMALIEBTUYECKO# CYECTAHLIMU: Oxymetazoline Hydrochloride

API BATCH NUMBER / HOMEP CEPUW ®APMALIEBTUYECKOW CYBECTAHLIUK: 22100367/23010347

API MANUFACTURER NAME / .
HAWMEHOBAHWE NPOU3BOAWTENA ®APMALIEBTUMECKOW CYBCTAHLIUU: Siegfried PharmaChemikalien Minden

COUNTRY OF MANUFACTURE OF THE API/ .
CTPAHA NPOU3BOOUTENA ®PAPMALIEBTUYMECKOW CYBECTAHLMWN: Germany

TESTS SPECIFICATIONS RESULTS
Noka3zarenu Cneundmkauum PesynsTtarhbl
Color / LiBetHOoCTb The product should be colorless or be comparable

to reference solution Y7. / Mpenapat gomxeH GbiTb
GecuipeTHbIM MNU  BbIAEPXMBATbL CpaBHEHME C | Complies / CooTeeTcTBYeT
aTanoHoM Y7.

Relative density (d 20/20) / OTHocuTensHas From 1.006 to 1.010/ O1 1,006 go 1,010

nroTHocTkb (d 20/20) 1.008

pH From55t06.5/015,5006,5 59

Osmolality / OcmonsnesHocTb From 270 to 330 mQOsmalikg / OT 270 no 330 283
MmOcmoIIb/kI

Related substances / PoacteBeHHble npumecu

Impurity A (hydrolysis product) / Mpumecs A Not more than 0.5 % / He 6onee 0,5 % i o

(npoaykT ruaponusa) < Detection Limit

Impurity ZP-1 / Npumecs ZP-1 Not more than 0.5 % / He Gonee 0,5 % )
< Detection Limit

Individual unidentified impurity / Eauxnynas Not more than 0.1 % / He 6onee 0,1 %

HengeHTUUUMPOBaHHAA NPUMECH < Detection Limit

Total impurities/ Cymma npumecei Not more than 1.2 % / He 6onee 1,2 %

< Detection Limit

Assay / KonvyecTBeHHOe onpeaeneHue

Oxymetazoline hydrochloride / OkcumeTasonuHa From 475 to 525 pg/mL ol oxymetazoline 504
rmapoxnopua hydrochloride/ Ot 475 go 525 mxr/mn

OKCUMETA30NUHA rmapoxnopuaa.
Benzalkonium chloride / Bensankonust xnopug From 45 to 55 ug/mL of benzalkonium chloride/ Ot 49

45 po 55 mkr/mn 6eHsankoHua xnopuga

2/4
IMP.6.10



SOFARIMEX

INDUSTRIA QUINICA E FARMACEUTICA, S.A,

FINISHED PRODUCT CERTIFICATE OF ANALYSIS

CEPTUDUKAT AHANIN3A TOTOBOIO MPOAYKTA

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

ARTICLE CODE / BHYTPEHHWUW KO NPOAYKTA: 704532

MANUFACTURE DATE: / JATA U3rOTOBITEHUA: 06/2023

BATCH Ne / TAPTUS Ne /: 30762

C.A/ CEPTU®UKAT AHANU3A: 3583/23

ANALYTICAL PROC. N°: / TPOTOKOJT AHANN3A Ne: SRAS-9WACUG.4

EXP./ CPOK TrOOHOCTMW: 06/2026

AokymeHTauws 1 N012964/01-221221

ANALYTICAL REFERENCE / PEQEPEHTHbIN UCTOYHMUK METO[IOB AHAJIU3A: Normative documentation / HopmatusHast

CUSTOMER INTERNAL CODE / BHYTPEHHWUW KOJ MPOOYKTA KMUEHTA: 81775839

==

API NAME / HAMUMEHOBAHWE ®APMALIEBTUYECKOW CYECTAHLNW: Oxymetazoline Hydrochloride

API BATCH NUMBER / HOMEP CEPUN ®APMALIEBTUYECKOW CYBCTAHLIUN: 22100367/23010347

APl MANUFACTURER NAME /

HAUMEHOBAHMWE NPOU3BOAUTENSA ®APMALEBTUYECKOW CYECTAHLUMM: Siegfried PharmaChemikalien Minden

COUNTRY OF MANUFACTURE OF THE API/

CTPAHA MPON3BOOMUTENA ®APMALIEBTUYECKOW CYECTAHLMWUKU: Germany

O6bLLee Yncno ApOoXOKEBEIX U MNECHEBLIX rpubop
Pseudomonas aeruginosa

Staphylococcus aureus

He 6onee 10' KOE/mn
Abscnce in 1 ml/ OtcyTcteue B 1 Mn

Absence in 1 ml/ OtcyrctBue B 1 Mn

TESTS SPECIFICATIONS RESULTS
MNokazartenu Cneuundonkaumum Pesynbrarhl
Microbial purity / Mukpo6uonoruyeckas
yucrorta
Total aerobic microbial count (TAMC) / O6uee Not more than 10> CFU / mi/ <1 CFU /ml
4ncno aspobHbix HakTepuii He Gonee 10° KOE/mn
Total combined yeast and molds count (TYMC)/ Not more than 10' CEU /ml/ <1 CFU / ml

Absent / OtcyTtcTBytoT

Absent / OtcyTcTRyloT

Package / YnakoBska

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. / o 10 mn npenapata Bo GriakoH TEMHOrO
CTekna ¢ HaBUHYMBAEMOM NONUNPONUIEHOBOIA
KPbILLKOW CO BCTPOEHHOW NUNETKOW U3 CTeKNa Tuna
3 (EBp. @.) n 6pombyTUNKaYUYKa.

Mo 1 dnakoHy ¢ MHCTPYKLMER NO NPUMEHEHWIO B

nayky KapTOHHYIO.

Complies / CooTserctayet

Labeling / MapkupoBka

According to Normative documentation. / B
COOTBETCTBUWN C HOPMATUBHON AOKYMEHTaLMEN.

Complies / CooTsetctayet

Storage / XpaHeHue: At temperature below 25°C. / Mpu TemnepaType He Bbilwe 25°C.

Shelf life / Cpok roaHocTu: 3 years / 3 roga
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SOFARIMEX

INDUSTRIA QUIMICA E FARMACEUTICA, 5.A,

FINISHED PRODUCT CERTIFICATE OF ANALYSIS

CEPTU®UKAT AHAJIU3A TOTOBOIO NMPOAYKTA

PRODUCT / MTPOAYKT: Nasivin Nasal Drops 0.05 % Russia / HazuBuH® Kannu HasanbHbIe 0,05% Poccus /

ARTICLE CODE / BHYTPEHHUU KOf MPOOYKTA: 704532 BATCH Ne / NAPTUSI Ne /: 30762
MANUFACTURE DATE: / AATA U3IOTOBNEHUA: 06/2023 C.A | CEPTU®OUKAT AHAJTU3A: 3583/23
ANALYTICAL PROC. N°: / MIPOTOKON AHANU3A Ne: SRAS-9WACU6.4 EXP./CPOK rOOHOCTMU: 06/2026

ANALYTICAL REFERENCE / PEQEPEHTHEIN UICTOYHUK METOOOB AHAMNWU3A: Normative documentation / HopmaTtusHas
AokymMmeHTauuns N N012964/01-221221

CUSTOMER INTERNAL CODE / BHYTPEHHWIA KOp, MPOLOYKTA KITMEHTA: 81775839

APl NAME / HAUMEHOBAHUE ®APMALIEBTUYECKOW CYBCTAHLWU: Oxymetazoline Hydrochloride

API BATCH NUMBER / HOMEP CEPUM ®APMALIEBTUYECKOW CYBCTAHLINK: 22100367/23010347

APl MANUFACTURER NAME / .
HAUMEHOBAHUE NMPOU3BOAUTENSA ®APMALIEBTUMECKOWN CYBCTAHLIUMU: Siegfried PharmaChemikalien Minden

COUNTRY OF MANUFACTURE OF THE API / .
CTPAHA NPOWU3BOOUTENA ®APMALIEBTUYECKOMN CYBCTAHLWU: Germany

REMARKS / Npumeyatue:
The Product conforms to ND/
MpoaykT cooTBeTCTBYET TPEGOBAHMAM HJ

BATCH REMARKS / MNpumeyanue ans 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. / laHHbIM CBWAETENLCTBYIO, YTO AaHHas napTus nNpoBepeHa B
COOTBETCTBUM C pa3spelleHMeM Ha MapkeTUHr u EsponeiickuM pykoBOACTBOM MO Haanexaileil NPOU3BOACTBEHHOMN
MPakTUKe Ars NekapCTBEHHbLIX NPOAYKTOB.

ANALIST / AHanuTuk:
DECISION / 3aknioueHme: /\q DW/UJ ved
Miguel Rol():ha DATE / lata: ;t[-\ / (_'.)é/ %‘_)5 3
. Inés Ribei -
M. Inés Ribeiro QUALIFIED PERSON / OTBeTCcTBEHHOE NULO: /:‘ -@
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