SOFARIMEX

INDUSTRIA QUINICA E FARMACEUTICA, S.A,

FINISHED PRODUCT CERTIFICATE OF ANALYSIS

CEPTU®UKAT AHAINTU3A TOTOBOI'O NPOAQYKTA

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

ARTICLE CODE / BHYTPEHHWUI KO[ NPOAYKTA: 704532 BATCH Ne / NTAPTUA Ne /: 31497
MANUFACTURE DATE: / BATA U3FOTOBNEHUSA: 11/2023 C.A/ CEPTUOUKAT AHANU3A: 6227/23
ANALYTICAL PROC. N°: / MPOTOKON AHANU3A Ne: SRAS-9WACUG.4 EXP./ CPOK TOOHOCTWU: 11/2026

ANALYTICAL REFERENCE / PE®DEPEHTHbLIA UICTOYHUK METOAOB AHANWU3A: Normative documentation / HopmaTvsHas |
AokymeHTaumnsa N N012964/01-221221

CUSTOMER INTERNAL CODE / BHYTPEHHUI KOJ MPOAYKTA KNMUEHTA: 81775839

API NAME / HAMUMEHOBAHWE ®APMALIEBTUYECKOW CYECTAHLINUU: Oxymetazoline Hydrochloride

API BATCH NUMBER / HOMEP CEPUU ®APMALEEBTUYECKOW CYBCTAHLIMU: 23080121

APl MANUFACTURER NAME / .
HAUMEHOBAHWE NPOU3BOAUTENA ®APMALIEBTUMECKOWN CYBECTAHLWUU: Siegfried PharmaChemikalien Minden

COUNTRY OF MANUFACTURE OF THE API/ .
CTPAHA NPON3BOAUTENA ®APMALIEBTUMECKOW CYBCTAHLWU: Germany

TESTS SPECIFICATIONS RESULTS
MokasaTenu Cneuundukauuu PesynbTaThl
Description/ Onucanue Transparent or almost transparent, from a nearly

colorless to slightly yellow solution. / MpoapayHsblii Complies / CooteeTcTByET
UNM NOYMTW NPO3PAYHBIA  PacTBOP OT NOYTU
6ecLBeTHOro Ao cnabo-XenToro LgeTa.

Identity/ MognuHHocTb Retention time of the main peak in the .
Oxymetazoline hydrochloride / chromatogram of the test solution should comply
OxcumeTalonuHa rugpoxsiopua with retention time of the main peak in the

chromatogram of oxymetazoline hydrochloride
standard solution obtained in the Assay test. / | Complies / CooTBetcTByeT
Bpems  ygepxuvBaHWs  OCHOBHOrO nuka  Ha
XpOMaTorpaMme UCAbITYeMOro PacTsopa [AOSMKHO
COOTBETCTBOBATH BPEMEHU YAEPXUBaAHUS
OCHOBHOIO fMKa Ha XpomaTorpaMmme CTaH4apTHOro
pacTeopa OKCUMEeTa30vHa ruapoxnopuaa,
NOMYYEHHON NPU KONMYECTBEHHOM ONpeaeneHuu.

Benzalkonium chloride / BensankoHus Retention time of the main peak in the

xnopwua chromatogram of the test solution should comply
with retention time of the main peak in the
chromatogram of benzalkonium chloride standard Complies / CooTBeTctRYeET
solution obtained in the Assay test. / Bpewms
YAEPXKUBaAHUR OCHOBHOTO NWKa Ha XpomaTorpamme
1cNbITYeMOoro pacTsopa 4OMKHO COOTBETCTBOBATL
BPEMEHU YyAEPXWUBAHUS OCHOBHOMO nWKa Ha
XxpomartorpaMme cTaHaapTHoro pacTtBopa
GeHsankoHus  xnopuga,  NONYYEHHOW  npw
KONUYECTBCHHOM onpegeneHnu,

Clarity / Npo3payHocTb The opalescence of the product should not exceed
the opalescence of the reference
suspension l/purified water. / OnanecueHuus
npenaparta He AOMKHA npesbiwate | Complies / CooTBeTcTBYET
onanecueruMilo  dTanoHa cpaBHeHua |/Bopbl
OYULLIEHHON,
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SOFARIMEX

INDUSTRIA QUIMICA E FARMACEUTICA, 5.4,

FINISHED PRODUCT CERTIFICATE OF ANALYSIS

CEPTU®UKAT AHANN3A TOTOBOIO NPOAOYKTA

PRODUCT / NPOAYKT: Nasivin Nasal Drops 0.05 % Russia / Ha3neuH® kannu HazanbHbIe 0,05% Poccua/

ARTICLE CODE / BHYTPEHHWI KO NPOAYKTA: 704532

BATCH Ne / NAPTUSA Ne /: 31497

MANUFACTURE DATE: / ATA U3IrOTOBJIERUS: 11/2023

C.A/CEPTUDUKAT AHATNBA: 6227/23

ANALYTICAL PROC. N°: / MIPOTOKOM AHANU3A Ne: SRAS-9WACUSG.4

EXP./CPOK FrOAHOCTMU: 11/2026

AokymeHTauma [ N012964/01-221221

ANALYTICAL REFERENCE / PE®EPEHTHbIA NCTOYHWK METOJIOB AHAJIN3A: Normative documentation ! HopmatusHas

CUSTOMER INTERNAL CODE / BHYTPEHHWW KOO MPOOYKTA KNMEHTA: 81775839

API NAME / HAMMEHOBAHUE ®APMALEBTUYECKOW CYBCTAHUWUU: Oxymetazoline Hydrochloride

—

API BATCH NUMBER / HOMEP CEPUW ®APMALIEBTUYECKOW CYBCTAHLNU: 23080121

APl MANUFACTURER NAME /

HAWUMEHOBAHWE NPOU3BOAUTENSA ®APMALEBTUMECKOW CYECTAHLIMM: Siegfried PharmaChemikalien Minden

COUNTRY OF MANUFACTURE OF THE API /

CTPAHA NPOU3BOANTENA ®APMALUEBTUYECKON CYBCTAHLWN: Germany

—

TESTS
MokasaTenu

SPECIFICATIONS
Cneuundmkaumnmn

RESULTS
PesynbTartsi

Color / UBeTHOCTb

The product should be colorless or be comparable
to reference solution Y7. / MpenapaT aomkeH 6b1Tb
fecuseTHbIM WNW  BLIAEPKUBATE CPABHEHWE C
aTanoHom Yz,

Complies / CooTBeTCTBYET

Relative density (d 20/20) / OTHocutenbHas

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

nnotHocTb (d 20/20) 1.007
pH From5.5t06.5/ 015,510 6,5 59
Osmolality / OcmonsinbHOCTL From 270 to 330 mOsmol/kg / OT 270 no 330 287
mOcmons/Kr
Related substances / PoacTBeHHble npumecn
Impurity A (hydrolysis product) / NMpumecs A Not more than 0.5 % / He 6onee 0,5 %
(npoaykT rngponusa) <LD
Impurity ZP-1/ Npumecs ZP-1 Not more than 0.5 % / He Gonee 0,5 % =5
Individual unidentified impurity / Eannuunas Not more than 0.1 % / He Gonee 0,1 %
HenaeHTudUUMpoBaHHas NpUMech <LD
Total impurities/ Cymma npumecei Not more than 1.2 % / He 6onee 1,2 % 0
Assay / KonnyectBeHHoe onpegenenune
Oxymetazoline hydrochloride / Okcumetasonuna From 475 to 525 pug/mL of oxymetazoline 494
ruapoxnopua hydrochloride/ OT 475 go 525 mkr/mn
OKCUMETAa30MMHa MMapoxnopuaa.
Benzalkonium chloride / bensankoHua xnopug From 45 to 55 pug/mL of benzalkonium chloride/ Ot 51

45 po 55 mkr/mn BeH3ankoHUa xnopuaa
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SOFARIMEX

INDUSTRIA QUIMICA E FARMACELTICA, 5,A,

FINISHED PRODUCT CERTIFICATE OF ANALYSIS

CEPTUDUKAT AHAJIU3A TOTOBOIO NPOAYKTA

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

ARTICLE CODE / BHYTPEHHUI KO NMPOOYKTA: 704532

BATCH Ne / TAPTUA Ne /: 31497

MANUFACTURE DATE: / AATA U3rOTOBNEHUA: 11/2023

C.A/CEPTUOUKAT AHATIN3A: 6227/23

ANALYTICAL PROC. N°: / MPOTOKOIN AHANU3A Ne: SRAS-9WACUG6.4

EXP./ CPOK TOAHOCTMW: 11/2026

ANALYTICAL REFERENCE / PEGEPEHTHbLIW UCTOYHUK METOAOB AHAJIU3A: Normative documentation / HopmaTtusHas

AOKyMeHTauus N N012964/01-221221

CUSTOMER INTERNAL CODE / BHYTPEHHUW KO NMPOOYKTA KNUEHTA: 81775839

API NAME / HAUMEHOBAHWE ® APMALIEBTUYMECKOW CYBECTAHLIUN: Oxymetazoline Hydrochloride

API BATCH NUMBER / HOMEP CEPUU ®APMALIEBTUYECKOW CYBCTAHLINMU: 23080121

APl MANUFACTURER NAME /

HAUMEHOBAHMUE NPOU3BOAUTENA ®APMALIEBTUYECKOW CYBCTAHLIMU: Siegfried PharmaChemikalien Minden

COUNTRY OF MANUFACTURE OF THE API/

CTPAHA MPOU3BOAUTENA ®APMALIEBTUYECKOWN CYECTAHLWUU: Germany

TESTS SPECIFICATIONS RESULTS

MNokasaTtenu Cneuudukayum PesynbraThl
Microbial purity / Mukpo6uonoruyeckas
yucrorta
Total aerobic microbial count (TAMC) / O6uiee Not more than 102 CFU /ml /

y <1 CFU /ml

yncno aspobHbix BakTepuin He Gonee 102 KOE/Mn
Total combined yeast and molds count (TYMC)/ Not more than 10" CEU /ml/
OB6Luee HMCno ApPOXOKEBBIX U NNECHEBbLIX rpMGoB <1 CFU/m

Pseudomonas aeruginosa

Staphylococcus aureus

He Gonee 10' KOE/mn
Absence in 1 ml/ OtcytcTBue 8 1 Mn

Absence in 1 ml/ Otcytcteve B 1 mMn

Absent / OtcyTcTaytoT

Absent / OtcyTcTBylOT

Package / Ynakogka

10 mL in an amber glass botlle with a
polypropylene screw cap with an integrated pipelle
made of glass type 3 (Eur. Ph.) and bromabutyl
rubber.
1 bottle and patient information leaflet in a carton
pack. / Mo 10 mn npenapata BO hnakoH TEMHOO
CTekna ¢ HaBuHYMBaEMOW NONMNPONUIEHOBO
KPBILLKOW CO BCTPOEHHOM NUNETKON 13 cTekna Tuna
3 (EBp. @.) v BpomByTUnKaydyka.
Mo 1 dnakoHy ¢ UHCTPYKUMEN NO NPUMEHEHUIO B
Navky KapTOHHYH.

Complies / Cootsetctayer

Labeling / Mapkuposka

According to Normative documentation. / B
COOTBETCTBUM C HOPMATUBHON JOKYMEHTaLWen.

—

Complies / Cootsetctayet

Storage / XpaHeHnue: At temperature below 25°C. / Mpu TemnepaType He Bbiwe 25°C,

Shelf life / Cpok ronnoctu: 3 years / 3 rona
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SOFARIMEX

INDUSTRIA QUIMICA £ FARMACEUTICA, 5.A.

FINISHED PRODUCT CERTIFICATE OF ANALYSIS

CEPTUO®UKAT AHANN3A FOTOBOIO NPOAYKTA

PRODUCT / NPOAYKT: Nasivin Nasal Drops 0.05 % Russia / HaaueuH® kannu Ha3ansHbie 0,05% Poccus /

ARTICLE CODE / BHYTPEHHWUA KO NPOAYKTA: 704532 BATCH Ne / NAPTWUA Ne /: 31497
MANUFACTURE DATE: / OATA U3rOTOBNEHWA: 11/2023 C.A/CEPTU®UKAT AHANU3A: 6227/23
ANALYTICAL PROC. N°: / MPOTOKON AHAJTU3A Ne: SRAS-9WACU6.4 EXP./ CPOK TOJHOCTMU: 11/2026

ANALYTICAL REFERENCE / PEGEPEHTHbBI NICTOYHNK METOOB AHANN3A: Normative documentation / HopmaTtueHas
| AokymeHTaums M N012964/01-221221

CUSTOMER INTERNAL CODE / BHYTPEHHWI KOL, NPOAYKTA KMUEHTA: 81775839

API NAME / HAUMEHOBAHWE ®APMALIEBTUYECKOW CYBCTAHLIUY: Oxymetazoline Hydrochloride

API BATCH NUMBER / HOMEP CEPUW ®APMALIEBTUYECKOWN CYECTAHUWK: 23080121

API MANUFACTURER NAME / .
HAMMEHOBAHUWE NPOU3BOAVUTENA ®APMALIEBTUMECKOWN CYBCTAHLINMM: Siegfried PharmaChemikalien Minden

COUNTRY OF MANUFACTURE OF THE API / .
CTPAHA NMPOU3BOOUTENA PAPMALIEBTUYMECKOW CYECTAHLIMN: Germany

REMARKS / Npumeyanne:
The Product conforms to ND/
MpoaykT cootBeTcTBYET TpeboBanuam HJ

'BATCH REMARKS / Mpumevanue gna 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. / JauHbIM CBMAETENLCTBYIO, YTO AAHHAN NapTUsS NPOBEpeHa B
COOTBETCTBMW C Pa3pelleHWeM Ha MapkeTuHr 1 EBponeicknm pykoBOACTBOM MO Haafexallei Npow3BOACTBEHHOW
NpakTKe ANs NeKapcTBEHHbIX NPOJYKTOB.

ANALIST /| AHanuTunk: Q
DECISION / 3akniouyeHnue: / OJe ¢

Helena Santos DATE / flaTa: 50/ M/ 25 1> l ; );O

M. Inés Ribeiro QUALIFIED PERSON / OTBeTCcTBEHHOE NNULO:
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