“Rervioas
SOFARIMEX

INDUSTRIA QUIMICA E FARMACEUTICA, 5.A.

FINISHED PRODUCT CERTIFICATE OF ANALYSIS

CEPTU®UKAT AHAIIU3A TOTOBOIO NPOAYKTA

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

ARTICLE CODE / BHYTPEHHWUWA KOA NPOQYKTA: 704532 BATCH Ne / MAPTUA Ne /: 44720
MANUFACTURE DATE: / ATA U3rOTOBIEHUA: 05/2024 C.A /| CEPTU®UKAT AHANU3A: 3112/24
ANALYTICAL PROC. N°: / MPOTOKOJT AHATIU3A Ne: SRAS-9WACUG6.4 EXP. / CPOK rORHOCTW: 04/2027

ANALYTICAL REFERENCE / PE®EPEHTHbIM UCTOYHUK METOOOB AHAIMU3A: Normative documentation / Hopmatushas
AokymeHTtauns [1N012964/01-240523

CUSTOMER INTERNAL CODE / BHYTPEHHUM KO NMPOAYKTA KITMEHTA: 81775839

API NAME, INN / HAUMEHOBAHWE ®APMALIEBTUMECKOU CYBECTAHLIMW, MHH: Oxymetazoline Hydrochloride, INN:
Oxymetazoline / OkcumeTasonuHa rugpoxnopua, MHH: OkcumeTasonuH:

APt MANUFACTURER BATCH NUMBER / HOMEP CEPUM NPOU3BOAUTENA ®PAPMALUEBTUYECKOWU CYECTAHLIUK:
23202119

FP MANUFACTURER API BATCH NUMBER / HOMEP CEPUU ®APMALIEBTUMECKOU CYBCTAHLIUN NPOU3BOAUTENSA
Mno: 23120292

APl MANUFACTURER NAME / .
HAUMEHOBAHWE NMPOU3BOAUTENA ®APMALIEBTUMECKOWU CYBCTAHLUWN: Siegfried PharmaChemikalien Minden GmbH /
3urcpug PapmaXemukanmed MungeH 'mMEX

COUNTRY OF MANUFACTURE OF THE API/ i
CTPAHA NPOU3BOAUTENA ®APMALIEBTUHECKOWU CYBCTAHLIUMU: Germany / l'epmatus

TESTS SPECIFICATIONS RESULTS
MokazaTenu Cneuunduxauum Pe3ynbTathl
Description/ Onucanue Transparent or almost transparent, from a nearly

colorless to slightly yellow solution. / MNpo3apaunslil | Complies / CooTeeTcTBYeET
UNU MNOYTW NPO3payHbil  pacTBOp OT NOYTH
6ecuseTHoro ao cnabo-xenToro useTa.

Identity/ MoagnuHHOCTL Retention time of the main peak in the
Oxymetazoline hydrochloride / chromatogram of the test solution should comply
OkcuMeTasonuHa rugpoxnopug with retention time of the main peak in the

chromatogram of oxymetazoline hydrochloride
standard solution obtained in the Assay test. / | Complies / CootBeTcTBYET
Bpemsa yaepxuBaHWs  OCHOBHOIO NUKa  Ha
XpomaTtorpamMMe WCMbLITYEMOro pacteopa AOMKHO
COOTBETCTBOBATH BPEMEHU yAepXuBaHus
OCHOBHOFO NUKa Ha Xpomartorpamme CTaHAapTHOro
pacteopa OKCYMeTa30MMHa ruapoxnopuaa,
NONY4YEHHOW NpU KONMYECTBEHHOM onpeaeneHuu.

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 / CooTeeTcTByeT
solution obtained in the Assay test. / Bpems
YyOEPXUBaHUA OCHOBHOIO NUKA Ha XpoMaTorpaMmMme
UCNbITYEMOro pacTeopa AOMKHO COOTBETCTBOBATL
BPEMEHU YAEpKMBaAHWA OCHOBHOTO nNWKa Ha
Xpomarorpamme CTaHAapTHOro pacTeopa
GeHsankoHuss  xnopuaa, MONMYYEHHOW  npw
KONMYECTBEHHOM OnpeaeneHuu.
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SOFARIMEX

INDUSTRIA QUIMICA E FARMACEUTICA, S.A,

FINISHED PRODUCT CERTIFICATE OF ANALYSIS

CEPTU®UKAT AHAJIU3A FOTOBOIO NPOAYKTA

PRODUCT / NPOAYKT: Nasivin Nasal Drops 0.05 9% Russia / Ha3auBuH® kannu HasasnbHble 0,05% Poccusa /

ARTICLE CODE / BHYTPEHHWUIA KOA MPOAYKTA: 704532 BATCH Ne / MAPTUA Ne /: 44720
MANUFACTURE DATE: / AATA U3rOTOBNEHWA: 05/2024 C.A | CEPTUOGUKAT AHANU3A: 3112/24
ANALYTICAL PROC. N°: / MPOTOKON AHATN3A Ne: SRAS-9WACU6.4 EXP. / CPOK rOOQHOCTU: 04/2027

ANALYTICAL REFERENCE / PE®EPEHTHbIU NCTOYHUK METOOB AHANW3A: Normative documentation / HopmatueHas
pokymenTauus N NO1 2964/01-240523

CUSTOMER INTERNAL CODE / BHYTPEHHWUW KOA, MPOAYKTA KIMUEHTA: 81775839

API NAME, INN / HAMMEHOBAHUE ®APMALIEBTUYECKOU CYBCTAHLUUN, MHH: Oxymetazoline Hydrochloride, INN:
Oxymetazoline / OkcuMeTasonuHa ruapoxnopua, MHH: OkcumeTasonuH:

APl MANUFACTURER BATCH NUMBER / HOMEP CEPUV NPON3BOOUTENA ®APMALIEBTUYECKOWN CYBCTAHLNU:
23202119

FP MANUFACTURER API BATCH NUMBER / HOMEP CEPUM tbAPMALlEBTVI'-lECKOb"l CYBCTAHLUX NPOVN3BOBUTENA
rMo: 23120292

APl MANUFACTURER NAME / ;

HAWUMEHOBAHUWE NPOU3BOAUTENA ®APMALEEBTUYECKOU CYECTAHLIUMU: Siegfried PharmaChemikalien Minden GmbH /
3urdpua PapmaXemukanued MuHaeH 'm6X

COUNTRY OF MANUFACTURE OF THE AP1/ .

CTPAHA NMPOU3BOAUTENA ®APMALIEBTUMECKOW CYECTAHUWUWU: Germany | FTepmanus

TESTS SPECIFICATIONS RESULTS
Mokazarenu Cneuundukauun PesynbTarTbl
Clarity / Mpo3pa4YHOCTb The opalescence of the product should not exceed | Complies/ CooTtBeTtcTByeT

the opalescence of the reference
suspension I/purified water. / OnanecueHuus
npenapata He [OJDKHA npeBbIWaThL
onanecueHLMio aTanoHa cpaBHeHus  |/Boabl
OUYULLIEHHON.

Color / LiBeTHOCTb The product should be colorless or be comparable
to reference solution Y. / Mpenapat AomkeH GbiTb
fecuBeTHbIM UMW BblAEpPXUBaTL CpaBHEHWE C
aTanoHom Y7.

Complies / CooTBeTCTBYET

Relative density (d 20/20) / OTHocuUTenbHas From 1.006 to 1.010/ Ot 1,006 o 1,010

nnoTtHocTb (d 20/20) 1.008

pH From5.5t06.5/0155006,5 59

Osmolality / OcmonanbHOCTb From 270 to 330 mOsmolkg / Ot 270 mo 330 2
mOcMonb/Kr 92

Related substances / PoacTBeHHble NpUMecH

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

(npoaykT rMaponuaa) <LD

impurity ZP-1/ Npumecs ZP-1 Not more than 0.5 % / He 6onee 0,5 % D

<

Individual unidentified impurity / EanHu4Has Not more than 0.1 % / He G6onee 0,1 %

HeuaeHTudULUpoBaHHan NpMMech <LD

Total impurities/ Cymma npumecei Not more than 1.2 % / He Gonee 1,2 % <LD
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SOFARIMEX

INDUSTRIA QUIMICA E FARMACEUTICA, S.A.

FINISHED PRODUCT CERTIFICATE OF ANALYSIS

CEPTU®UKAT AHAJNIU3A TOTOBOIO NPOAYKTA

PRODUCT / MPOAYKT: Nasivin Nasal Drops 0.05 % Russia / Ha3auBuH® kannu Ha3zanbHble 0,05% Poccua /

ARTICLE CODE / BHYTPEHHUI KO NPOAYKTA: 704532 BATCH Ne / NTAPTUA Ne /: 44720
MANUFACTURE DATE: / AATA U3IOTOBJIEHUSA: 05/2024 C.A/CEPTU®UKAT AHANU3A: 3112/24
ANALYTICAL PROC. N° / NIPOTOKON AHAINU3A Ne: SRAS-9WACUG6.4 EXP. / CPOK rOAHOCTM: 04/2027

ANALYTICAL REFERENCE / PEQOEPEHTHbIM UICTOYHUK METOAOB AHANWU3A: Normative documentation / HopmaTtusHas
AokymenTaums N N012964/01-240523

CUSTOMER INTERNAL CODE / BHYTPEHHUW KO NPOAYKTA KITMEHTA: 81775839

AP! NAME, INN / HAMUMEHOBAHUE ®APMALIEBTUYECKOU CYBCTAHLUWUW, MHH: Oxymetazoline Hydrochloride, INN:
Oxymetazoline / OkcumeTtasonuHa rugpoxnopua, MHH: OkcumeTasonuH:

AP| MANUFACTURER BATCH NUMBER / HOMEP CEPUWN NPOU3BOAUTENA ®APMALEEBTUYECKOU CYBCTAHLMU:
23202119

FP MANUFACTURER API BATCH NUMBER / HOMEP CEPUU ®APMALIEBTUYMECKOU CYBCTAHUMM NPOU3BOAUTENA
Mao: 23120292

APl MANUFACTURER NAME / B
HAUMEHOBAHUE NPOU3BOOUTENA ®APMALIEBTUHECKOWU CYBCTAHLIUN: Siegfried PharmaChemikalien Minden GmbH /

3urcppna PapmaXemukanuer MunaeH TmoX

COUNTRY OF MANUFACTURE OF THE AP!/ .
CTPAHA NPONU3BOAUTENA ®APMALEBTUMECKOWU CYBCTAHLIMWU: Germany / FepmaHus

TESTS SPECIFICATIONS RESULTS
MokaszaTtenu Cneuudcpukauum PesynbraThl

Assay / KonnyectBeHHOe onpenenexHve

Oxymetazoline hydrochloride / OkcumeTazonuHa From 475 to 525 pg/mL of oxymetazoline 496
ruapoxnopug hydrochloride/ Ot 475 go 525 mkr/mn
OKCMMETAa3onMHa rmapoxnopuaa.

Benzalkonium chloride / BeHsankoHus xnopug From 45 to 55 pg/mL of benzalkonium chloride/ Ot 46
45 po 55 mkr/mn GeH3ankoHus xnopuaa

Microbial purity / Mukpobuonoru4deckas
yucrora

Total aerobic microbial count (TAMC) / O6wee Not more than 10 CEU /ml / <1 CFU / ml
yncno a3pobHbIx bakTepuit He Gonee 10° KOE/mn

Total combined yeast and molds count (TYMC)/ Not more than 10" CEU /ml / <1 CFU / ml
Obuwee Yncno APOICKEBBIX U NNECHEBLIX rpubos He Gonee 1 01 KOE/mn

Pseudomonas aeruginosa Absence in 1 ml/ Otcytcteune B 1 Mn

Absent / OtcyTcTayioT
Staphylococcus aureus Absence in 1 ml/ OTcyTcTBue B 1 mn

Absent / OTcyTcTBYlOT
Package / YnakoBka 10 mL in an amber glass bottle with a Complies / CooTsetctByeT

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 npenaparta BO (hNakoH TEMHOro
CTEKINa C HaBUHYUBAEMOWN NONUNPONUNEHOBON
KPbILWKOW CO BCTPOEHHON NMNETKOW 13 CTeKna Tuna
3 (EBp. ®.) n 6pombyTUnKayuyka.

Mo 1 cpbnakoHy € MHCTPYKUMEN NO MPUMEHEHUIO B

navky KapTOHHYI0.

3/5
IMP.6.11



SOFARIMEX

INDUSTRIA QUIMICA E FARMACEUTICA, S.A.

FINISHED PRODUCT CERTIFICATE OF ANALYSIS

CEPTU®GUKAT AHATNIU3A FTOTOBOIO NMPOAYKTA

PRODUCT / MPORYKT: Nasivin Nasal Drops 0.05 % Russia / Ha3ameuH® kannu HasanbHble 0,05% Poccus /

ARTICLE CODE / BHYTPEHHUI KOl NPOAYKTA: 704532 BATCH Na / MAPTUA Ne /: 44720
MANUFACTURE DATE: / ATA U3rOTOBJEHWUA: 05/2024 C.A /| CEPTUOGUKAT AHANU3A: 3112/24
ANALYTICAL PROC. N°: / MTPOTOKOM AHANU3A Ne: SRAS-9WACU6.4 EXP. / CPOK FOAHOCTMW: 04/2027

ANALYTICAL REFERENCE / PEGEPEHTHbIWN UCTOYHUK METOOOB AHAJIU3A: Normative documentation / HopmaTusHas
pokymeHTaums M N012964/01-240523

CUSTOMER INTERNAL CODE / BHYTPEHHWUM KOfi MPOAYKTA KITMEHTA: 81775839

API NAME, INN / HAUMEHOBAHUE ®APMALIEBTUYECKOMW CYBCTAHLWW, MHH: Oxymetazoline Hydrochloride, INN:

Oxymetazoline / OxkcumeTasonuHa ruapoxnopua, MHH: OkcuMeTa3onuH: .
AP| MANUFACTURER BATCH NUMBER / HOMEP CEPUU MPOV3BOOUTENSA ®APMALIEBTUHECKOU CYBCTAHLUU:

23202119
FP MANUFACTURER API BATCH NUMBER / HOMEP CEPUN ®APMALIEBTUYECKOW CYBCTAHLIUM NPOU3BOAWUTENA

rno: 23120292

AP1 MANUFACTURER NAME / .
HAUMEHOBAHUE NPOU3BOAUTENA ®APMALEBTUYECKOU CYBCTAHLMM: Siegfried PharmaChemikalien Minden GmbH /

3urchpua PapmaXemukanueHd MuHoeH 'm6X

COUNTRY OF MANUFACTURE OF THE API/ 5
CTPAHA MPOU3BOAUTENA ®APMALEBTUYECKOU CYBCTAHUWUW: Germany / l'epmanus

TESTS SPECIFICATIONS RESULTS
Moka3zatenu Cneumndunkauumm PesynbTarth!
Labeling / MapkupoBka According to Normative documentation. / B Complies / CooTseTcTayeT
COOTBETCTBMM C HOPMATMBHO AOKYMEHTauned.

Storage / XpaHeHue: At temperature below 25°C. / Mpu Temnepatype He Bbllwe 25°C.

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

REMARKS / lMpumeyvaHue:
The Product conforms to ND/
MpoayxT cooTBeTcTBYeT TPEGOBAHUAM HO

BATCH REMARKS / lNpumeyvaHue 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. / DaHHbiM CBUAETENLCTBYIO, YTO AaHHas nNapTuA npoBepeHa B
COOTBETCTBMM C paspelieHMemM Ha MapkeTuHr 1 EBpOneickum PyKOBOACTBOM no Haanexalleid Npou3BoACTBEHHON
npakTvKe Ansi NEKapCTBEHHbIX NPOAYKTOB.
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SOFARIMEX

INDUSTRIA QUIMICA E FARMACEUTICA, S.A.

FINISHED PRODUCT CERTIFICATE OF ANALYSIS

CEPTU®UKAT AHANIU3A FOTOBOIO NPOAYKTA

PRODUCT / MPOOYKT: Nasivin Nasal Drops 0.05 % Russia / Ha3auBuH® kannu HasanbHble 0,05% Poccus /

ARTICLE CODE / BHYTPEHHWUW KOJ, MPOAYKTA: 704532 BATCH Ne / MAPTUA Ne /: 44720
MANUFACTURE DATE: / QATA U3rOTOBMNEHWUA: 05/2024 C.A / CEPTUOUKAT AHATNU3A: 3112/24
ANALYTICAL PROC. N°: / MTPOTOKOJT AHATIU3A Ne: SRAS-9WACUG.4 EXP. | CPOK FOAHOCTMW: 04/2027

ANALYTICAL REFERENCE /| PEQEPEHTHbIM MCTOYHUK METOOOB AHAINW3A: Normative documentation / HopmatusHas
pokymeHTauws 11 N012964/01-240523

CUSTOMER INTERNAL CODE / BHYTPEHHUWI KOQ NMPOAYKTA KIIUMEHTA: 81 775839

APl NAME, INN / HAMUMEHOBAHWE ®APMALEBTUYECKOW CYBCTAHLIUK, MHH: Oxymetazoline Hydrochloride, INN:
Oxymetazoline / OkcumeTasonuHa rnapoxnopua, MHH: OKcuMeTa3ofuH:

APl MANUFACTURER BATCH NUMBER / HOMEP CEPUUN NPOVU3BOANTENA ®PAPMALIEBTUHECKOWU CYBCTAHLVN:
23202119

FP MANUFACTURER API BATCH NUMBER / HOMEP CEPUU ®APMALIEBTUMECKOW CYBCTAHLIUKU NPON3BOAUTENA
rmno: 23120292

APl MANUFACTURER NAME /

HAUMEHOBAHUE NPOU3BOAUTENA ®APMALEEBTUYECKOW CYECTAHLIUMU: Siegfried PharmaChemikalien Minden GmbH /
3urcppun PapmaXemukanued MuHAEH rm6X

COUNTRY OF MANUFACTURE OF THE AP1/

CTPAHA NPOU3BOAUTENA ®APMALEEBTUMECKOW CYBCTAHUWWU: Germany / l'epmahia

ANALIST / AHanutuk: )d il s :Z ]

{
Sénia Chainho DECISION / 3akniouenue: f/
oATE i gara: /7 /0f /%75

Jodo Melo QUALIFIED PERSON / OTBeTCTBEHHOE FULO:
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