SOFARIMEX

INDUSTRIA QUIMICA E FARMACEUTICA, 5.A,

FINISHED PRODUCT CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHANTN3A TOTOBOI'O NPOAYKTA

PRODUCT/ nPO_,QYKT: Nasivin Nasal Drops 0.025 % Russia / HasauBuH® kannu HasansbHble 0,025% Poccus /

ARTICLE CODE / BHYTPEHHU KOJ MPOAYKTA: 704531 BATCH Ne / MAPTUA Ne /: 31006
MANUFACTURE DATE: / BATA U3TOTOBNEHUSA: 07/2023 C.A /| CEPTUOUKAT AHATTN3A:4406/23
ANALYTICAL PROC. N°: / MPOTOKOJN AHATTU3A Ne: SRAS-QWACRV.2 EXP./ CPOK rOQHOCTHU: 07/2026

ANALYTICAL REFERENCE / PEQEPEHTHLIN UCTOYHUK METO/JIOB AHANU3A: Normative documentation / HopmaTvsHan
AokymeHTaums 1 N012964/01-221221

CUSTOMER INTERNAL CODE / BHYTPEHHUM KO NPOAYKTA KITUEHTA: 81775838

API NAME / HAUMEHOBAHUWE ®APMALIEBTUYECKON CYECTAHUUMN: Oxymetazoline Hydrochloride

API BATCH NUMBER / HOMEP CEPUN ®APMALIEBTUMECKOW CYBCTAHLIUU: 23010347

API MANUFACTURER NAME /

HAUMEHOBAHUWE NPOU3BOAMTENA ®APMALIEBTUYECKOW CYBCTAHLIUMU: Siegfried PharmaChemikalien Minden
COUNTRY OF MANUFACTURE OF THE API /

CTPAHA NPOU3BOAUTENSA ®APMALIEBTUYECKOU CYECTAHLIMM: Germany

TESTS SPECIFICATIONS RESULTS
MNokasaTtenu Cneuudukaumm Pesynbrathl
Description/ OnucaHue Transparent or almost transparent, from a nearly

colorless to slightly yellow solution. / Mpospaynbiii

MR NoYTU  npo3pauHbii  pacTBop oT nouT | Complies / CooTBeTcTByeT
GecupeTHoro oo cnabo-xenToro upera.

Identity/ MopnuHHoOCTL Retention time of the main peak in the
Oxymetazoline hydrochloride / chromatogram of the test solution should comply
OkcumeTasonuna ruapoxnopun with retention time of the main peak in the

chromatogram of oxymetazoline hydrochloride
standard solution obtained in the Assay test. / Complies / CootBeTcTByeT
Bpema yaepxuBaHus  OCHOBHOrO nuka Ha
XpoMaTorpamMmmMe WUCMbITYEMOrO PacTeopa AOMKHO
COOTBETCTBOBATHL BpemMeHu YAEPXUBAHUA

OCHOBHOIO nuka Ha Xpomarorpamme
CTaHAapTHOro pacTBopa oKcumeTasonuHa
ruapoxnopuaa, NonyYeHHo npu

KONUYeCTBEHHOM onpeaeneHnu,

Benzalkonium chloride / BeHzankoHus Retention time of the main peak in the
xnopuva chromatogram of the test solution should comply
with retention time of the main peak in the
chromatogram of benzalkonium chloride standard Complies / CooTeeTcTayeT
solution obtained in the Assay test. / Bpems
YAEPXUBAHUS OCHOBHOrO NWKa Ha XpomaTorpamme
UCMbITYEMOro pacTeopa AOMKHO COOTBETCTBOBATL
BPEMEHU yAEPXMBAHMS OCHOBHOMO NuKa Ha
xpomaTorpamme CTaHaapTHOro pacTeopa
GeHsankoHus  xnopwaa,  MOMyYeHHOW  npw
KOJINYECTBEHHOM onpeaeneHun,

Clarity / NpoapayHocTb The opalescence of the product should not exceed ]
the opalescence of the reference
suspension l/purified water. / OnanecueHuus Complies / CootBeTtcTBYET

npenapara He LOIKHA npeebIWaTh
onanecueHUMto  aTanoHa cpaBHeHud |/Boabl
OYULLLEHHOA,
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SOFARIMEX

INDUSTRIA QUIMICA E FARMACEUTICA, 5.A,

FINISHED PRODUCT CERTIFICATE OF ANALYSIS

CEPTU®UKAT AHANIN3A TOTOBOIO NPOAYKTA

PRODUCT / MPOAYKT: Nasivin Nasal Drops 0.025 % Russia / HasnBuH® Kannu Ha3zanbHble 0,025% Poccusa /

ARTICLE CODE / BHYTPEHHUM KOJ NPOAYKTA: 704531 BATCH Ne / MAPTUA Ne /: 31006
MANUFACTURE DATE: / ATA U3FOTOBNEHWUA: 07/2023 C.A/CEPTU®WUKAT AHANW3A:4406/23
ANALYTICAL PROC. N°: / NPOTOKOS AHAJTU3A Ne: SRAS-9WACRYV.2 EXP./ CPOK TOQHOCTW: 07/2026

"ANALYTICAL REFERENCE | PE®EPEHTHbLIN NCTOYHUK METOOOB AHAJIM3A: Normative documentation / HopmatusHas
HokymeHTauna N N012964/01-221221

CUSTOMER INTERNAL CODE / BHYTPEHHWI KOf NPOAYKTA KMUEHTA: 81775838

API NAME / HAMMEHOBAHUWE ®APMALIEBTUYECKOW CYBCTAHLIMU: Oxymetazoline Hydrochloride
API BATCH NUMBER / HOMEP CEPUWN ®APMALIEBTUYECKOW CYBCTAHUWNK: 23010347

API MANUFACTURER NAME / .
_HAMMEHOBAHUE NPOU3BOAUTENA ®APMALIEBTUYECKOW CYECTAHLMK: Siegfried PharmaChemikalien Minden

COUNTRY OF MANUFACTURE OF THE API / .
CTPAHA NPON3BOANTENA DAPMALIEBTUYECKOW CYBCTAHLMW: Germany

TESTS SPECIFICATIONS RESULTS
Mokasatenu Cneumdmkauumn PesynwTathi

Color / LiBeTHOCTL The product should be colorless or be comparable

to reference solution Y7. / Mpenapat gonxkeH BbiTb

BecuseTHbIM MNU  BblAEpPXMBaTL cpaBHeHne ¢ | Complies / CooteTcTBYET

aTanoHom Yz,
Relative density (d 20/20) / OtHocuTensHan From 1.006 to 1.010/ Ot 1,006 ao 1,010
nrnotHocTb (d 20/20) 1.008
pH From5.5t06.5/0155806,5

6.0

Osmolality / OcmonsinsHoCTb From 270 to 330 mOsmolkg / OT 270 go 330

mOcmonb/kr 287
Relative impurities / PoacTBeHHble npumecnu
impurity A (hydrolysis product) / Mpumeck A Not more than 0.5 % / He 6onee 0,5 % <LD
(npoaykT rmnaponuaa)
Impurity ZP-1/ Mpumeck ZP-1 Not more than 0.5 % / He 6onee 0,5 % <LD
Individual unidentified impurity / EauHniHas Not more than 0.1 % / He 6onee 0,1 % <LD
HenaeHTUUUMPOBaHHasA NPUMECh
Total impurities/ Cymma npumecei Not more than 1.2 % / He Gonee 1,2 % <LD
Assay / KonnuyectBeHHoe onpegenexne -
Oxymetazoline hydrochloride / From 237.5 to 262.5 pg/mL of oxymetazoline
OkcumeTasonunHa ruapoxnopus hydrochloride/ Ot 237,5 ao 262,5 mkr/mn 247.2

OKCMMETAa30NMHa rmapoxnopuaa.
Benzalkonium chloride / BeHaankoHus xnopua From 45 to 65 pg/mL of benzalkonium chloride/ OT 50

45 o 55 mkr/mn 6eH3ankoHna xnopuaa
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SOFARIMEX

INDUSTRIA QUIMICA E FARMACEUTICA, S.A,

FINISHED PRODUCT CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHATNTIU3A TOTOBOIO NPOAYKTA

PRODUCT / NPOAYKT: Nasivin Nasal Drops 0.025 % Russia / HasuuH® kannu HasanbHbie 0,025% Poccus /

ARTICLE CODE / BHYTPEHHUM KOZ MPOAYKTA: 704531

BATCH Ne / MAPTUA Ne /: 31006

MANUFACTURE DATE: / JATA W3rOTOBNEHWUA: 07/2023

C.A/CEPTUDUKAT AHATNN3A:4406/23

ANALYTICAL PROC. N°: / MPOTOKOJT AHAJTU3A Ne: SRAS-9WACRV.2

EXP./CPOKTOAHOCTMU: 07/2026

ANALYTICAL REFERENCE / PE®EPEHTHbIN UCTOYHUK METOOB AHANW3A: Normative documentation / HopwmaTneHas

AokymeHTaumns N N012964/01-221221

CUSTOMER INTERNAL CODE / BHYTPEHHWUW KO NPOQYKTA KIMMEHTA: 81775838

API NAME / HAUMEHOBAHWE ®APMALIEBTUYECKOW CYBCTAHLMMW: Oxymetazoline Hydrochloride

API BATCH NUMBER / HOMEP CEPUN ®APMALUEBTUYECKOW CYECTAHLNUN: 23010347

APl MANUFACTURER NAME /

HAUMEHOBAHWE NPOU3BOAWUTENA ®APMALIEBTUYECKOW CYBECTAHLIMMU: Siegfried PharmaChemikalien Minden

COUNTRY OF MANUFACTURE OF THE API/

CTPAHA NPOU3BOAUTENA ®APMALIEBTUYECKOW CYECTAHLIUN: Germany

TESTS SPECIFICATIONS RESULTS
MNokasatenwu Cneuundmkauuu Pe3ynbraThl
Microbial purity / MukpoGuonoruueckas
yucrToTa
Total aerobic microbial count (TAMC) / Not more than 10> CFU / ml / <1CFU/ml
Obuee uncno aszpobHbix GakTepuit He Gonee 102 KOE/mn
Total combined yeast and molds count (TYMC) / Not more than 10" CEU / ml / <1 CFU/ml

OBee uncno ApoXoKeBbIX U NIECHEBbLIX FPUBOB

Pseudomonas aeruginosa

Staphylococcus aureus

He Gonee 10' KOE/mn

Absence in 1 ml/ OtcytcTeve B 1 mn

Absence in 1 ml/ OtcyTcteue B 1 Mn

Absent / OTcyTcTaylor

Absent / OtcyTtcTayioT

Package / Ynakoska

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. / Mo 10 mn npenapata BO hnakoH TEMHOrO
CTekna C HaBWHYMBAEMOW MONUMPONUNEHOBOM
KPBILKO CO BCTPOEHHOM NUNETKOM U3 cTekna Tuna
3 (EBp. ®.) u 6pombyTunkayuyka.

Mo 1 chnakoHy ¢ MHCTPYKUMEN no

NPUMEHEHNIO B NayKy KapTOHHYIO.

Complies / CooTBeTcTBYET

Labeling / Mapkupogka

According to Normative documentation. / B
COOTBETCTBUWN C HOPMAaTUBHOM
[lOKyMeHTaunei.

Complies / CooTBeTcTBYOT

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

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

INDUSTRIA QUIMICA £ FARMACEUTICA, S.A,

FINISHED PRODUCT CERTIFICATE OF ANALYSIS

CEPTU®UKAT AHAJTU3A TOTOBOIO NMPOAYKTA

PRODUCT / NPOAYKT: Nasivin Nasal Drops 0.025 % Russia / HazauBuH® Kannu Ha3zanbHble 0,025% Poccusn /

ARTICLE CODE / BHYTPEHHUI KO MPOOYKTA: 704531 BATCH Ne / NAPTUA Ne /: 31006
MANUFACTURE DATE: / OATA U3rOTOBNEHWSA: 07/2023 C.A/ CEPTU®UNKAT AHANN3A:4406/23
ANALYTICAL PROC. N°: / TPOTOKOIT AHANN3A Ne: SRAS-9WACRV.2 EXP./ CPOK FOOHOCTW: 07/2026

ANALYTICAL REFERENCE / PEQEPEHTHbIN UCTOYHUK METOOOB AHAINU3A: Normative documentation / HopmaTtueHas
| AokymeHTauma N1 N012964/01-221221

CUSTOMER INTERNAL CODE / BHYTPEHHWUI KOO NPOAYKTA KIMUEHTA: 81775838

API NAME / HAMUMEHOBAHUWE ®APMALIEBTUYECKOW CYBCTAHLIUMK: Oxymetazoline Hydrochloride

“API BATCH NUMBER / HOMEP CEPUW ®APMALIEBTUYECKOW CYBCTAHLWM: 23010347

| API MANUFACTURER NAME / .
_HAUMEHOBAHUWE NPOU3BOAUTENA ®APMALIEBTUYECKON CYBCTAHLIUN: Siegfried PharmaChemikalien Minden

COUNTRY OF MANUFACTURE OF THE API/ 5
_CTPAHA NPON3BOAUTENA ®APMALIEBTUYECKON CYECTAHLIMU: Germany

REMARKS / MpumeuaHue:
The Product conforms to ND/
MpoaykT cooTBeTCTBYET TpeboBaHuam HA

BATCH REMARKS / Npumevanve ans cepuu:

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 CBUAGTENLCTBYIO, YTO AAHHAA NapTUA NPOBEpeHa B
COOTBETCTBUUN C paspelleHneM Ha mapkeTuHr u EBponeifickum pykoBoACTBOM NO Haanexawleih npousBoACTBEHHON
npaxkTuke Ans NekapcTBEHHbLIX MPOAYKTOB.

y B /
ANALIS T BHanuRc: DECISION / 3akniovenue: /i/ W ved
Joana Martins X / !/
DATE/fata: 5/ /p .,_{'/(/pf? 2
M. Inés Ribeiro QUALIFIED PERSON / OTBOTCTBEHHOS NMLO:
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