SOFARIMEX

INDUSTRIA QUIMICA E FARMACEUTICA, S.A,

FINISHED PRODUCT CERTIFICATE OF ANALYSIS

CEPTUO®UKAT AHAJTU3A FOTOBOIO NPOAYKTA

PRODUCT / NPOAOYKT: Nasivin Nasal Drops 0.025 % Russia / HasuBuH® kannu HasanbHble 0,025% Poccus /

ARTICLE CODE / BHYTPEHHUI KOf NPOQYKTA: 704531 BATCH Ne / MAPTUA Ne/: 31386
MANUFACTURE DATE: / ATA N3rOTOBNEHWUA: 10/2023 C.A/CEPTUOUKAT AHANN3A: 6223/23
ANALYTICAL PROC. N°: / MPOTOKOIT AHAJTU3A Ne: SRAS-9WACRV.2 EXP./ CPOK TrOOQHOCTW: 10/2026

ANALYTICAL REFERENCE / PE®EPEHTHbIM UCTOYHUK METOOOB AHANMU3A: Normative documentation / HopmaTtneHasn
AokymeHTaums N N012964/01-221221

CUSTOMER INTERNAL CODE / BHYTPEHHUW KO NPOOYKTA KNUEHTA: 81775838

API NAME / HAMUMEHOBAHUE ®APMALIEBTUYECKOW CYBCTAHLIUU: Oxymetazoline Hydrochloride

API BATCH NUMBER / HOMEP CEPU/ ®APMALIEBTUYECKOW CYECTAHLUN: 23010347

APl MANUFACTURER NAME / 5
 HAUMEHOBAHWE NPOU3BOAUTENA ®APMALIEBTUMECKOWN CYECTAHLIMM: Siegfried PharmaChemikalien Minden

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

TESTS SPECIFICATIONS RESULTS
Mokasatenu Cneuudukaymm PesynbTathl
Description/ Onucaxue Transparent or almost transparent, from a nearly

colorless to slightly yellow solution. / MpospayHkii
Unu  MoYTM npospayHblil pacTteop oT noutn | Complies / CooTBeTcTBYET
BecupeTHOro Ao cnabo-XenToro upeTa.

Identity/ MognuHHocTb Retention time of the main peak in the
Oxymetazoline hydrochloride / chromatogram of the test solution should comply
OkcumeTasonuHa rugpoxnopua with retention time of the main peak in the

chromatogram of oxymetazoline hydrochloride
standard solution obtained in the Assay test. / | Complies / CooteTcTBYET
Bpemsa yAepXuBaHMA OCHOBHOrO fiMKa Ha
XpomaTorpaMme MCrbITyeMoro pacteopa A0MKHO
COOTBETCTBOBATb BpeMeHU yaepXKvuBaHus

OCHOBHOTO nuka Ha XpomarorpaMme
CTaHJapTHOrO  pacTBopa  OKCMMETA30nuHa
ruapoxnopuaa, nomny4eHHoM npu

KONMUYEeCTBEHHOM onpeaeneHun.

Benzalkonium chloride / BeHsankonus Retention time of the main peak in the
xnopua chromatogram of the test solution should comply
with retention time of the main peak in the
chromatogram of benzalkonium chloride standard | Complies / CootseTcTBYeT
solution obtained in the Assay test. / Bpems
yAepXM1BaHNA OCHOBHOIO NUKa Ha XpomaTorpaMme
UCMbITYEeMOro pacTeopa AOIKHO COOTBETCTBOBATL
BPEMEHN YyAEpPXMBAHWS OCHOBHOTO TNWKa Ha
XpomaTorpaMme CTaHAapTHOro pacTBopa
GeHsankoHns  xnopuaa,  MNOSYYEHHOW  npu
KOMUYECTBEHHOM onpefeneHnu.

Clarity / Mpo3spa4HocTb The opalescence of the product should not exceed
the opalescence of the reference
suspension I/purified water. / Onanecueruus | Complies / CooteeTcTByeT

npenapaTta He DOMXKHa npeebilWaTh
onanecueHumio aJTtanoHa cpaBHeHUs |/Bogsl
OYNLEHHON.
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SOFARIMEX

INDUSTRIA QUIMICA E FARMACEUTICA, S.A.

FINISHED PRODUCT CERTIFICATE OF ANALYSIS

CEPTUDPUKAT AHAJIU3A TOTOBOI'O NMPOAYKTA

PRODUCT / MPOOYKT: Nasivin Nasal Drops 0.025 % Russia / HasauBuH® kannu HasanbHble 0,025% Poccus /

ARTICLE CODE / BHYTPEHHWW KO NPOMYKTA: 704531 BATCH Ne / MAPTWUA Ne /: 31386
MANUFACTURE DATE: / ATA U3rOTOBINEHUA: 10/2023 C.A/ CEPTU®UKAT AHAIU3A: 6223/23
ANALYTICAL PROC. N° / MPOTOKOJT AHAJITU3A Ne: SRAS-SWACRV.2 EXP./ CPOK TOOHOCTMW: 10/2026

ANALYTICAL REFERENCE / PE®EPEHTHbIM UICTOYHUK METOOOB AHAJIM3A: Normative documentation / HopmaTtueHas
aokymeHTauums N N012964/01-221221

CUSTOMER INTERNAL CODE / BHYTPEHHWU KOL, MPOOYKTA KNUEHTA: 81775838

API NAME / HAUMEHOBAHUE ®APMALIEBTUYECKOW CYECTAHLIMU: Oxymetazoline Hydrochloride

API BATCH NUMBER / HOMEP CEPUU ®APMALIEBTUYECKOW CYBECTAHLIMK: 23010347

APl MANUFACTURER NAME / .
HAMMEHOBAHWE NPOU3BOANTENA ®APMALIEBTUYECKOW CYBCTAHLIUUK: Siegfried PharmaChemikalien Minden

COUNTRY OF MANUFACTURE OF THE API/ .
CTPAHA NPON3BOAUTENA ®APMAUEBTUMECKOU CYECTAHLUWUWU: Germany

TESTS SPECIFICATIONS RESULTS
Mokaszarenu Cneundovkauum PesynbTarthl
Color / LiBeTHOCTb The product should be colorless or be comparable
to reference solution Yz. / Mpenapat gorkeH 6biTb
becupeTHbIM KN BbigepxuBaTb cpaBHeHne ¢ | Complies / CooTBeTCTBYET
aTanoHom Y7.
Relative density (d 20/20) / OrHocuTenbHas From 1.006 to 1.010 / O1 1,006 go 1,010
nnortHocTk (d 20/20) 1.006
pH From5.5t06.5/07557006,5
5.9
Osmolality / OcmonanbHoOCTb From 270 to 330 mOsmol/kg / Ot 270 po 330
MOcmonb/kr 283
Relative impurities / PoacTBeHHble npumecu
Impurity A (hydrolysis product) / MNpumeck A Not more than 0.5 % / He 6onee 0,5 % <LD
(npoaykT ruaponusa)
Impurity ZP-1 / NMpumeck ZP-1 Not more than 0.5 % / He 6onee 0,5 % <LD
Individual unidentified impurity / EqnHndHas Not more than 0.1 % / He 6onee 0,1 % <LD
HenaeHTUULMPOBaHHasA NpUMECH
Total impurities/ Cymma npumecen Not more than 1.2 % / He 6onee 1,2 % <LD
Assay / KonnyecTBeHHOe onpegeneHue
Oxymetazoline hydrochloride / From 237.5 to 262.5 pg/mL of oxymetazoline
OkcnmeTasonuHa ruapoxnopua hydrochloride/ OT 237,5 po 262,5 mkr/mn 2449
OKCUMETA30NMHa rnapoxnopuaa.
Benzalkonium chloride / BeHsankoHusa xnopwg, From 45 to 55 pg/mL of benzalkonium chloride/ Ot 50
45 go 55 mkr/mn 6eH3ankoHns xnopuaa
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SOFARTMEX

INDUSTRIA QUIMICA E FARMACEUTICA, S.A.

FINISHED PRODUCT CERTIFICATE OF ANALYSIS

CEPTU®UKAT AHANU3A rOTOBOINO NPOAYKTA

PRODUCT / NIPOAYKT: Nasivin Nasal Drops 0.025 % Russia / Ha3auBUH® kannu HazanbHbie 0,025% Poccua /

ARTICLE CODE / BHYTPEHHUI KOA MPOLAYKTA: 704531 BATCH Ne / MAPTUA Ne /: 31386
MANUFACTURE DATE: / ATA U3IrOTOBNEHUA: 10/2023 C.A/ CEPTU®UKAT AHANU3A: 6223/23
ANALYTICAL PROC. N°: / TPOTOKOJT AHAIM3A Ne: SRAS-9WACRV.2 EXP./ CPOK FrOAHOCTU: 10/2026

ANALYTICAL REFERENCE / PE®EPEHTHbIVN UCTOYHUK METOJOB AHAJTU3A: Normative documentation / HopmaTueHas
pokymeHtTaums N N012964/01-221221

-

CUSTOMER INTERNAL CODE / BHYTPEHHUW KO, MPOAYKTA KITUEHTA: 81775838

API NAME / HAUMEHOBAHWUE ®APMALIEBTUYECKOW CYBECTAHLIMMU: Oxymetazoline Hydrochloride

API BATCH NUMBER / HOMEP CEPUU ®APMALIEBTUYECKOW CYECTAHLIUW: 23010347

API MANUFACTURER NAME / B
HAUMMEHOBAHWE NPOU3BOAWUTENA ®APMALIEBTUMECKOW CYECTAHLIWM: Siegfried PharmaChemikalien Minden

COUNTRY OF MANUFACTURE OF THE API / .
CTPAHA NPOU3BOAUTENA ®APMALIEBTUMECKOW CYECTAHLIUN: Germany

TESTS SPECIFICATIONS RESULTS
MokasaTtenu Cneundmkaumm PesynbTathbl
Microbial purity / Mukpo6uonoruueckas
yucToTa
Total aerobic microbial count (TAMC) / Not more than 10> CFU /ml / <1CFU/ml

O6uwee yncno aspobHeIX GakTepuii He Gonee 1 02 KOE/mn

Total combined yeast and molds count (TYMC) / Not more than 10" CEU / mi / <1CFU/ml
ObLwee YMCNO APOXCKEBBIX W NIECHEBLIX rPUGoB He Gonee 10" KOE/mn

Pseudomonas aeruginosa Absence in 1 ml/ OtcytcTBre B 1 Mn Absent / OtcyTcTeyioT
Staphylococcus aureus Absence in 1 ml/ OTtcytctBre B 1 Mn Absent / OtcyTcTByioT
Package / YnakoBka 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 nakoH TEMHOTO
CTekna C HaBuHYMBaemoW nonunponuneHosoit | Complies / CooTBeTcTBYET
KPbILIKON CO BCTPOEHHOI NUMNETKON U3 cTekna Tuna
3 (EBp. @.) n 6pomGyTUnKayuyka.

Mo 1 donakoHy ¢ MHCTPYKUMEN no

MPUMEHEHUIO B NAYKy KAPTOHHYH0.

Labeling / MapkupoBka According to Normative documentation. / B
COOTBETCTBUN C HOPMATUBHOM
OOKYMeHTauuei. Complies / CooTBeTcTRYET

Storage / Xpanenue: At temperature below 25°C. / Mpu TemMnepaType He Bbille 25°C,

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

INDUSTRIA QUIMICA E FARMACEUTICA, 5.A.

FINISHED PRODUCT CERTIFICATE OF ANALYSIS

CEPTUDPUKAT AHATIU3A TOTOBOIO NMPOAYKTA

PRODUCT / MPOJYKT: Nasivin Nasal Drops 0.025 % Russia / HasauBuH® kannu HasanbHble 0,025% Poccusa /

ARTICLE CODE / BHYTPEHHWUW KOf NPOOYKTA: 704531 BATCH Ne / MTAPTUA Ne /: 31386
MANUFACTURE DATE: / JATA U3IrOTOBNEHUA: 10/2023 C.A | CEPTU®UKAT AHAJIU3A: 6223/23
ANALYTICAL PROC. N° / MPOTOKOIN AHAJIN3A Ne: SRAS-9WACRV.2 EXP./ CPOK FOOHOCTMH: 10/2026

ANALYTICAL REFERENCE / PE®EPEHTHbIM UICTOYHUK METOAOB AHANU3A: Normative documentation / HopmatueHas
aokymeHTauma [ N012964/01-221221

CUSTOMER INTERNAL CODE / BHYTPEHHWUA KO NPOAYKTA KNUEHTA: 81775838

API NAME / HAUMEHOBAHWE ®APMALIEBTUMECKOW CYECTAHLIMU: Oxymetazoline Hydrochloride

API BATCH NUMBER / HOMEP CEPUY ®APMALIEBTUYECKOW CYBCTAHLINK: 23010347

API MANUFACTURER NAME / .
HAUMEHOBAHUE NPOU3BOOUTENA PAPMALEBTUYECKOU CYBCTAHUWMW: Siegfried PharmaChemikalien Minden

COUNTRY OF MANUFACTURE OF THE API / .
CTPAHA NPON3BOOUTENA ®APMALIEBTUMECKOWU CYBCTAHLIMU: Germany

REMARKS / NpumeyaHue:
The Product conforms to ND/
MpopykT cooTBeTcTBYET TpeboaHuam HJ,

BATCH REMARKS / lNpumeyaHue ana 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. / JaHHbiM cBUAETenbCTBYIO, YTO AaHHAA napTvs NpPoBepeHa B
COOTBETCTBMW C paspelleHVeM Ha MapKeTWHr u EBponerckum pyKOBOOACTBOM MO Haznexallel Npou3BOACTBEHHOMW
npakTuke Ans NeKkapCTBEHHbIX NPOAYKTOB.

4 L
ANALIST / AHanutuk: DECISION / 3akniovyeHue: W él/’d
Helena Santos
DATE/ fata: Z.o /.f. é?
M. Inés Ribeiro QUALIFIED PERSON / OTBeTCTBEHHOE MNLIO:
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