SOFARIMEX

INDUSTRIA QUIMICA £ FARMACEUTICA, S.A,

FINISHED PRODUCT CERTIFICATE OF ANALYSIS

CEPTUDUKAT AHAJIU3A TOTOBOIO NPOAYKTA

PRODUCT / NIPOAYKT: Nasivin Nasal Drops 0.025 % Russia / Ha3auBuH® xannu Ha3anbHbie 0,025% Poccus /

ARTICLE CODE / BHYTPEHHUM KOf NPOAYKTA: 704531 BATCH Ne / MAPTUA Ne /: 45020
MANUFACTURE DATE: / OATA U3FOTOBNEHUA: 07/2024 C.A /| CEPTUDUKAT AHAJIN3A: 4062/24
ANALYTICAL PROC. N°: / MPOTOKOJ1 AHANU3A Ne: SRAS-9WACRV.2 EXP. / CPOK FOQHOCTMW: 06/2027

ANALYTICAL REFERENCE / PE®EPEHTHbIM UICTOYHUK METOAOB AHAIU3A: Normative documentation / HopmaTtusHas
AokymerTtauus N N012964/01-240523

CUSTOMER INTERNAL CODE / BHYTPEHHUIA KOA NPOAYKTA KIMUEHTA: 81775838

API NAME, INN / HAMUMEHOBAHUE ®APMALIEBTUYECKOW CYECTAHUWW, MHH: Oxymetazoline Hydrochloride, INN:
Oxymetazoline / OkcumeTazonuna rugpoxnopua, MHH: OkcumeTtaszonuu

APl MANUFACTURER BATCH NUMBER / HOMEP CEPUM NPOM3BOAUTENA ®APMALEEBTUMECKOW CYBCTAHLNK:
23202119

FP MANUFACTURER API BATCH NUMBER / HOMEP CEPUX ®APMALUEBTUYECKOU CYBCTAHLIUX NPOU3BOAUTENA
Mo: 23120292

API MANUFACTURER NAME / 5
HAUMEHOBAHUE NPOU3BOAUTENA ®PAPMALIEBTUYMECKOU CYBCTAHUMWMU: Siegfried PharmaChemikalien Minden GmbH /
3urdpua PapmaXemukanmeH MungeH MéX

COUNTRY OF MANUFACTURE OF THE API/ .
CTPAHA NPOU3BOAUTENA PAPMALIEBTUMECKOW CYBCTAHLIWKU: Germany / l'epmanus

TESTS SPECIFICATIONS RESULTS
MokasaTenu Cneuudukaumm PesynbTaTthl
Description/ Onucanue Transparent or almost transparent, from a nearly

colorless to slightly yellow solution. / MNpo3spayHbii
MNU  NOMTU NPO3pPauHbii  pPacTBOp OT MNOYTH
6ecuyBeTHOro go cnabo-xenToro LBeTa.

Complies / CooTBeTcTBYET

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

chromatogram of oxymetazoline hydrochloride
standard solution obtained in the Assay test. /
Bpems yAepXuBaHUS OCHOBHOrO nuka Ha

XpomatorpamMme UCTLITYEMOro pacTBopa A0NKHO | Complies / CooTBeTCTRYET
COOTBETCTBOBATb BpPEMEHH yAEPKUBAHUSA

OCHOBHOFO nuka Ha XpoMarorpamme
CTaHAapTHOrO  pacTBopa  OKCUMeTasosIMHa
rMapoxnopuaa, noJly4YeHHoI npwu

Konu4yeCcTBeHHOM onpeaeneHnu,

Benzalkonium chloride / BeH3zankoHus 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
solution obtained in the Assay test. / Bpems
yaepxnsaHnusa OCHOBHOrO nuka Ha xpomartorpamme Complies / CootBETCTBYET
MCMbITYeMOro pacTBopa AOMKHO COOTBETCTBORATL
BpEMEHN YAEPXKMBAHUS OCHOBHOIO NWKa Ha
XpomaTorpamme CTaHaapTHOro pacTsopa
GeH3ankoHust  xnopuaa,  MoslydeHHo  npu
KOMNMYECTBEHHOM onpeeneHunm.

Clarity / Mpo3payHocTb The opalescence of the product should not exceed
the opalescence of the reference

suspension I/purified water. / OnanecueHuus Complies / CooTseTcTayeT

npenapara He [OoMxXHAa npeebIWaTh
onanecLieHUMI0 3TanoHa cpaeHeHus |/Boabl
OYULLEHHOMN.
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SOFARIMEX

INDUSTRIA QUIMICA E FARMACEUTICA, S.A,

FINISHED PRODUCT CERTIFICATE OF ANALYSIS

CEPTU®UKAT AHANIU3A TOTOBOIO MNPOAYKTA

PRODUCT / MPOAYKT: Nasivin Nasal Drops 0.025 % Russia | HaamBuH® kannu HasanbHbie 0,025% Poccus /

ARTICLE CODE / BHYTPEHHUI KO NPOAYKTA: 704531

BATCH Ne / NAPTUA Ne /: 45020

MANUFACTURE DATE: / QATA U3rOTOBMNEHWA: 07/2024

C.A | CEPTUDUKAT AHANU3A: 4062/24

ANALYTICAL PROC. N°: / TPOTOKON AHATNN3A Ne: SRAS-9WACRV.2

EXP. / CPOK rOIHOCTW: 06/2027

ANALYTICAL REFERENCE / PEGEPEHTHbBIW UCTOYHUK METOAOB AHAINW3A: Normative documentation / HopmaTueHas

AokymenTaums [ NO1 2964/01-240523

CUSTOMER INTERNAL CODE / BHYTPEHHUI KOL NPOAYKTA KITMEHTA: 81775838

APl NAME, INN / HAMMEHOBAHUE ®APMALIEBTUYECKOW CYBCTAHUMUK, MHH: Oxymetazoline Hydrochloride, INN:

Oxymetazoline / OkcumeTasonuHa ruapoxnopua,

MHH: OkcumeTasonuH

API MANUFACTURER BATCH NUMBER / HOMEP

23202119

CEPWUW NPOU3BOOUTENA ®APMALIEBTUYECKOMU CYBCTAHLIUU:

FP MANUFACTURER API BATCH NUMBER / HOMEP CEPUM ®A

TNo: 23120292

PMALEEBTUYECKOW CYBCTAHLIMK NPOU3BOAVUTENA

AP! MANUFACTURER NAME /

HAUMEHOBAHMWE NPOU3BOAUTENA ®APMALUEBTUYECKOW CYBCTAHUMM: Siegfried PharmaChemikalien Minden GmbH /

3urcopua PapmaXemukanueH MuHaeH TM6X

COUNTRY OF MANUFACTURE OF THE API/

CTPAHA NPOU3BOOUTENA ®APMALIEBTUHECKOW CYBCTAHUUU: Germany / F'epmanus

TESTS
Mokazatenu

SPECIFICATIONS
Cneuudmkauumn

RESULTS
PeaynuTtathbl

Color / LiBeTHOCThL

The product should be colorless or be comparable
to reference solution Y. / MpenapaT aomkeH 6biTb
fecUBeTHbIM WNW  BbiaepxuBaTb CpaBHeHue C
aTarnoHom Yz.

Complies / CooTtBeTcTBYyeT

Relative density (d 20/20) / OTHocUTenbHas

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

nnotHocTs (d 20/20) 1,008
pH From5.5t06.5/075,5006,5
58
Osmolality / OcmonanbHOCTL From 270 to 330 mOsmolkg / OT 270 ao 330
MOcMonb/Kr
278
Relative impurities / PoacTBeHHbIe NpuMecH
impurity A (hydrolysis product) / Mpumecs A Not more than 0.5 % / He 6onee 0,5 % <LD
(npopykT ruaponuaa)
Impurity ZP-1 / Mpumecs ZP-1 Not more than 0.5 % / He 6onee 0,5 % <LD
Individual unidentified impurity / EanHuyHas Not more than 0.1 % / He 6onee 0,1 % <LD
HenaeHTUdMUMpoBaHHaa NpUMeCh
Total impurities/ Cymma npumecei Not more than 1.2 % / He Gonee 1,2 % <LD
Assay / KonuiectBeHHOE onpeaeneHue
Oxymetazoline hydrochloride / From 237.5 to 262.5 pg/mL of oxymetazoline
OKkcuMeTasonuHa ruapoxnopua hydrochloride/ Ot 237,5 Ao 262,5 MKr/MA 2472
OKCMMEeTAa30MNunHa ruapoxnopuaa. !
Benzalkonium chloride / BeHsankoHus xnopua, From 45 to 55 pg/mL of benzalkonium chloride/ OT
45 no 55 mkr/mn 6eH3ankoHus xnopuaa 48
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SOFARIMEX

INDUSTRIA QUIMICA E FARMACEUTICA, S.A,

FINISHED PRODUCT CERTIFICATE OF ANALYSIS

CEPTUDUKAT AHAJIU3A FrOTOBOIO NPOAYKTA

PRODUCT / NPOAYKT: Nasivin Nasal Drops 0.025 % Russia / HaauBmH® kannu Ha3zanbHble 0,025% Poccus /

ARTICLE CODE / BHYTPEHHUM KO NPOAYKTA: 704531 BATCH Ne / MAPTUA Ne /: 45020
MANUFACTURE DATE: / JATA U3rOTOBNEHUA: 07/2024 C.A/ CEPTU®UKAT AHATN3A: 4062/24
ANALYTICAL PROC. N°: / TIPOTOKOJ1 AHAIU3A Ne: SRAS-9WACRV.2 EXP. / CPOK FOQHOCTW: 06/2027

ANALYTICAL REFERENCE / PE®QEPEHTHbIM UCTOYHUK METOAOB AHANWU3A: Normative documentation / HopmaTueHas
Aokymentaums M N012964/01-240523

CUSTOMER INTERNAL CODE / BHYTPEHHUW KO, MPOAYKTA KIUMEHTA: 81775838

API NAME, INN / HAMMEHOBAHUE ®APMALIEBTUYECKOW CYECTAHLIUMU, MHH: Oxymetazoline Hydrochloride, INN:
Oxymetazoline / OkcumeTasonunHa rugpoxnopua, MHH: OkcumeTtasonuH

APl MANUFACTURER BATCH NUMBER / HOMEP CEPUX NPOU3BOOUTENSA ®APMALEEBTUHECKOW CYBCTAHLINK:
23202119

FP MANUFACTURER API BATCH NUMBER / HOMEP CEPUN ®APMALIEBTUMECKOU CYECTAHLUWN NPOU3BOOANTENA
MMo: 23120292

APl MANUFACTURER NAME / .
HAWMEHOBAHUE NPOU3BOAUTENA ®APMALIEBTUMECKOUN CYBCTAHUMMN: Siegfried PharmaChemikalien Minden GmbH /
3urcbpun PapmaXemukanueH MuHaeH MTm6X

COUNTRY OF MANUFACTURE OF THE API / .
CTPAHA NMPOU3BOOUTENA ®APMALIEBTUMECKOW CYBECTAHUMWWU: Germany / Fepmanus

TESTS SPECIFICATIONS RESULTS
MokazaTenu Cneuundomkaumm PesynbTatbl
Microbial purity / MukpoSuonoruyeckas
Yyucrora
Total aerobic microbial count (TAMC) / Not more than 10° CEU /ml / R
y < m
O6Lwwee uncno aspobHbIx GakTepuin He Goree 102 KOE/mn
Total combined yeast and molds count (TYMC) / Not.more than 10' CFU /ml/
O6Lee yncno ApoxcKeBbIX U NNECHeBbIX rPGoB He 6onee 1 01 KOE/Mn <1 CFU/ml
Pseudomonas aeruginosa Absence in 1 ml/ OtcytctBne 8 1 mn
Absent / OtcyTcTeyioT
Staphylococcus aureus Absence in 1 ml/ OtcyTcteve B 1 mn
Absent / OTtcytcTeyloT
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 ¢pNakoH TEMHOrO
cTekna ¢ HaBUHYMBAEMOW NONYNPONUNEHOBON
KPbILLKOW CO BCTPOEHHOW NUNETKOW U3 cTekna Tuna
3 (EBp. 9.) n 6pombyTunkayuyka.

Mo 1 cbnakoHy ¢ MHCTPYKUMEN NO

NPUMEHEHWIO B NAYKY KapTOHHYIO.

Complies / CooTeeTtcTBYyeET

Labeling / MapkupoBka According to Normative documentation. / B

COOTBETCTBUM C HOPMATUBHOIA
OOKyMeHTauuen. Complies / CooTBeTCTBYET
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SOFARIMEX

INDUSTRIA QUIMICA E FARMACEUTICA, 5.A.

FINISHED PRODUCT CERTIFICATE OF ANALYSIS

CEPTU®UKAT AHANU3A FOTOBOIO NMPOAYKTA

PRODUCT / NPOAYKT: Nasivin Nasal Drops 0.025 % Russia / Ha3uBuH® kannu HasanbHble 0,025% Poccus /

ARTICLE CODE / BHYTPEHHWUWA KO[, MPOAYKTA: 704531 BATCH Ne / NAPTUA Ne /: 45020
MANUFACTURE DATE: / AATA U3rOTOBNEHWUSA: 07/2024 C.A | CEPTUOUKAT AHANUSA: 4062/24
ANALYTICAL PROC. N°: / TPOTOKON AHAMMN3A Ne: SRAS-9WACRV.2 EXP. | CPOK FOOAHOCTMW: 06/2027

ANALYTICAL REFERENCE / PE®EPEHTHbIA UCTOYHUK METOAOB AHANWU3A: Normative documentation / HopmartusHas
pokymeHTaums [ N012964/01-240523

CUSTOMER INTERNAL CODE / BHYTPEHHWUW KOO, MPOAYKTA KITMEHTA: 81775838

API NAME, INN / HAUMEHOBAHMWE ®APMALIEBTUYECKOW CYBCTAHLIUW, MHH: Oxymetazoline Hydrochloride, INN:
Oxymetazoline / OkcumeTazonuHa ruapoxXnopuA, MHH: OkcumeTaszonuH

AP1 MANUFACTURER BATCH NUMBER / HOMEP CEPUM MPOU3BOOUNTENA ®PAPMALIEBTUYECKOW CYBCTAHLIMU:
23202119

FP MANUFACTURER API BATCH NUMBER / HOMEP CEPUU ®APMALIEBTUHECKOW CYBCTAHUUWA NPOU3BOAWUTENA
rNo: 23120292

API MANUFACTURER NAME / )
HAMMEHOBAHWE NPOU3BOAUTENA ®APMALIEBTUHECKOU CYBCTAHLMMU: Siegfried PharmaChemikalien Minden GmbH /
3urcdopus PapmaXemukanved MuHaeH TMEX

COUNTRY OF MANUFACTURE OF THE API/ .
CTPAHA NMPOU3BOAUTENA ®APMALIEBTUYECKOW CYBCTAHLIMMK: Germany / F'epmanuns

TESTS SPECIFICATIONS RESULTS
Moka3atenu Cneuundukauumn PesynbTaTthbl

Storage / XpaneHue: At temperature below 25°C. / Mpu Temnepartype He Bbiwe 25°C.

Shelf life / Cpok roaHocTu: 3 years (-1 month) / 3 roaa (- 1 MecsL)

REMARKS / Npumeyadue:
The Product conforms to ND/
MpoaykT cooTeeTcTyeT TpeboBaHnam HI

BATCH REMARKS / MpuMeuaHve 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. / [aHHbIM CBUAETENLCTBYIO, YTO AaHHAA NapTus NpoBepeHa B
COOTBETCTBMM C pa3spelieHWeM Ha MapKeTUHr n EBponeickum pyKOBOACTBOM NO Hagnexalleid NPON3BOACTBEHHOM
npaKkTvKe ANS NexapcTBEeHHbIX NPOAYKTOB.

4
ANALIST / AHanuThk: i 4
&~ o CRARG DECISION / 3aknto4eHue: /&VDJ 7
DATE/ fata: 5 /g,‘f / {
M. Inés Ribeiro QUALIFIED PERSON / OTBeTCTBEHHOE NULO:

/
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