SOFARIMEX

INDUSTRIA QUIMICA E FARMACEUTICA, S.A.

FINISHED PRODUCT CERTIFICATE OF ANALYSIS

CEPTUD®UKAT AHANU3A TOTOBOIO NMPOLAYKTA

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

ARTICLE CODE / BHYTPEHHWUM KOA NMPOAYKTA: 704532 BATCH Ne / [TAPTUA Ne /: 31539
MANUFACTURE DATE: / ATA U3FOTOBNEHWUA: 12/2023 C.A /| CEPTU®UKAT AHAITN3A: 191/24
ANALYTICAL PROC. N°: / TPOTOKOJS1 AHAITU3A Ne: SRAS-9WACUG6.4 EXP./ CPOK rOAHOCTMW: 12/2026

ANALYTICAL REFERENCE / PE®EPEHTHbLIN MICTOYHUK METOAOB AHAMNMW3A: Normative documentation / HopmaTusHasi
AokymerTauusi 11 N012964/01-240523

CUSTOMER INTERNAL CODE / BHYTPEHHWI KO MPOAYKTA KIIMEHTA: 81775839

API NAME, INN / HAMMEHOBAHUE ®APMALIEBTUYECKOU CYBCTAHUWUU, MHH: Oxymetazoline Hydrochloride, INN:
Oxymetazoline /| OkcumeTtaszonuHa rugpoxnopua, MHH: OkcumertasonuH:

AP MANUFACTURER BATCH NUMBER / HOMEP CEPMW NPOU3BOAUTENA ®APMALEBTUYECKOWN CYECTAHLIMK:
23202111

FP MANUFACTURER API BATCH NUMBER / HOMEP CEPUUA ®APMALIEBTUYECKOW CYECTAHLIMK NPOU3BOAUTENA
FNe: 23080121

API MANUFACTURER NAME / .
HAMMEHOBAHUE NPOU3BOAUTENA ®APMALEEBTUYECKOU CYBCTAHUMMN: Siegfried PharmaChemikalien Minden GmbH /
3urdpua PapmaXemukanued MuHageH MmbX

COUNTRY OF MANUFACTURE OF THE API / .
CTPAHA NMPOU3BOAUTENA PAPMALEBTUMECKOW CYBECTAHLIMW: Germany / lepmanus

TESTS SPECIFICATIONS RESULTS
Moka3atenu Cneuundukauum Pesynbrathl
Description/ Onucanue Transparent or almost transparent, from a nearly

colorless to slightly yellow solution. / Mpo3spauHblii | Complies / CooTeeTcTByeT
MAW MNOMTW MPO3padHbLIi  pacTBOp OT NOYTH
BecuseTHOro Ao cnabo-xenToro LeeTa.

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

chromatogram of oxymetazoline hydrochloride
standard solution obtained in the Assay test. / | Complies / CooTBeTcTBYET
Bpemsa yaAepXuWBaHWA  OCHOBHOrGC NWKa Ha
XpoMaTorpaMme MUCNbITYeMOro pactsopa AOIKHO
COOTBETCTBOBATHL BpeMEeHHU yAepXuBaHus
OCHOBHOrO NUKa Ha XxpomaTorpamme ctaHaapTHOro
pacteopa oKCMMeTa3onuHa rmapoxnopuaa,
NONy4Y4eHHOW NpW KONUYECTBEHHOM onpeaeneHuu.

Benzalkonium chloride / BeHsankoxus 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 / CooTeeTcTBYET
solution obtained in the Assay test. / Bpems
YAEPKUBAHWS OCHOBHOTO NUKa Ha XxpoMarorpaMme
UCNbITYEeMOro pacTBopa AOMKHO COOTBETCTBOBATb
BPEMEHN YAEPXKUBAHUS OCHOBHOTO MMKa Ha
XpomarorpamMme CTaHAapTHOro pacTteopa
6eH3ankoHns  xnopuaa,  NOJlyYeHHoi  npu
KONUYECTBEHHOM onpeaeneHun.
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SOFARIMEX

INDUSTRIA QUIMICA E FARMACEUTICA, SA,

FINISHED PRODUCT CERTIFICATE OF ANALYSIS

CEPTUO®UKAT AHATTU3A TOTOBOIO NPOAYKTA

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

ARTICLE CODE / BHYTPEHHUW KOJ NPOOYKTA: 704532

BATCH Ne / NAPTUA Ne /: 31539

MANUFACTURE DATE: / JATA U3rOTOBNEHUA: 12/2023

C.A /| CEPTUOUKAT AHANU3A: 191/24

ANALYTICAL PROC. N°: / MPOTOKOJ1 AHATU3A Ne: SRAS-9WACU6.4

EXP./ CPOK FrOAHOCTW: 12/2026

ANALYTICAL REFERENCE / PEQEPEHTHbIN UICTOYHUK METOOB AHAJIU3A: Normative documentation / Hopmartnexas

nokymeHtauma M N012964/01-240523

CUSTOMER INTERNAL CODE / BHYTPEHHUI KOJ NPOAYKTA KIUEHTA: 81775839

APl NAME, INN / HAMMEHOBAHUE ®APMALIEBTUYECKOU CYECTAHUWKU, MHH: Oxymetazoline Hydrochloride, INN:
Oxymetazoline / OkcumeTasonuHa rugpoxnopua, MHH: OkcumeTasonuH:

API MANUFACTURER BATCH NUMBER / HOMEP CEPMW NPON3BOAUTENA ®APMALIEBTUHECKOWU CYECTAHLIMMK:

23202111

FP MANUFACTURER API BATCH NUMBER / HOMEP CEPUA ®APMALIEBTUMECKOW CYECTAHLIMXU NPOU3BOAUTENA

rN®: 23080121

API MANUFACTURER NAME /

HAMMEHOBAHME NMPOU3BOAUTENA ®APMALIEBTUYECKOW CYBCTAHLMU: Siegfried PharmaChemikalien Minden GmbH /

3urcdppua dapmaXemukanvwed MunaeH MméX

COUNTRY OF MANUFACTURE OF THE API/

CTPAHA NMPOWU3BOAUTENA ®APMALIEBTUMECKOM CYECTAHLMK: Germany / Fepmanus

TESTS
Moka3aTenu

SPECIFICATIONS
Crneuundukauum

RESULTS
PesynbTathbl

Clarity / Mpo3payuHocTb

The opalescence of the product should not exceed
the opalescence of the reference
suspension |/purified water. / OnanecueHuus
npenapara He JormkHa npesbillaTh
onanecueHUMI0o 3TarnoHa cpaBHeHusa |/Boapl
OUYULLIEHHOW.

Complies / CooTeeTcTBYET

Color / LiBeTHOCTbL

The product should be colorless or be comparable
to reference solution Y+. / Mpenapar gonxeH 6bITb
6ecLUBeTHbIM WMRKU BbLIAEPXUBATL CpPaBHEHWE C
aTanoHom Yz.

Complies / CooTBeTcTBYET

Relative density (d 20/20) / OTHocuTenbHasn

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

nnoTHocTk (d 20/20) 1.007
pH From 5.5t06.5/015,5006,5 59
Osmolality / OcmonsanbHOCTb From 270 to 330 mOsmol/lkg / Ot 270 po 330

mOcmonb/Kr 278
Related substances / PoactBeHHble npuMecu
Impurity A (hydrolysis product) / Mpumecs A Not more than 0.5 % / He 6onee 0,5 %
(npoaykT rugponusa) <LD
Impurity ZP-1 / Npumecs ZP-1 Not more than 0.5 % / He 6onee 0,5 % D

<

Individual unidentified impurity / EauHuyHas Not more than 0.1 % / He 6onee 0,1 %
HenaeHTUULMPOBaHHas NPUMeCh <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 AHANTU3A TOTOBOIO NPOAOYKTA

PRODUCT / MPOAYKT: Nasivin Nasal Drops 0.05 % Russia / HaauBnH® kannu Ha3zanbhble 0,05% Poccua /

ARTICLE CODE / BHYTPEHHMI KOJ MPOAQYKTA: 704532

BATCH Ne / MAPTUA Ne /: 31539

MANUFACTURE DATE: / ATA U3FOTOBINEHWUA: 12/2023

C.A/ CEPTU®UKAT AHATTU3A: 191/24

ANALYTICAL PROC. N° / MPOTOKOJ AHAIU3A Ne: SRAS-9WACUG.4

EXP./ CPOK TOAHOCTW: 12/2026

ANALYTICAL REFERENCE / PEQEPEHTHbBIW UICTOYHUK METOAOB AHAJIM3A: Normative documentation / HopmaTusHas

aokymenTaums N N012964/01-240523

CUSTOMER INTERNAL CODE / BHYTPEHHUW KOl NPOQYKTA KIIMEHTA: 81775839

API NAME, INN / HAMMEHOBAHUE ®APMALEEBTUMECKOWU CYBCTAHLUW, MHH: Oxymetazoline Hydrochioride, INN:
Oxymetazoline / Okcumerasonuna rmgpoxnopun, MHH: OkcumetasonuH:

APl MANUFACTURER BATCH NUMBER / HOMEP CEPUX NPOU3BOAUTENA ®APMALIEBTUYECKOWU CYBCTAHLUN:

23202111

FP MANUFACTURER APl BATCH NUMBER / HOMEP CEPUWN ®APMALIEBTUYECKOW CYBCTAHLMU NPOU3BOOUTENA

Mo: 23080121

APl MANUFACTURER NAME /

HAMMEHOBAHME NPOU3BOAUTENSA ®APMALIEBTUYECKOW CYBCTAHUWM: Siegfried PharmaChemikalien Minden GmbH /

3urcppua PapmaXemukanueH MunaeH M'moX

COUNTRY OF MANUFACTURE OF THE API/

CTPAHA NMPOU3BOOUTENSA ®APMALIEBTUYECKOW CYECTAHLMU: Germany / lepmanus

TESTS SPECIFICATIONS RESULTS
MNokasatenu Cneuunduxkaumum Pesynbrartbl

Assay / KonuyectBeHHOe onpeperneHve

Oxymetazoline hydrochloride / OkcumeTaszonuHa From 475 to 525 ug/mL of oxymetazoline 505

rmapoxnopug hydrochloride/ Ot 475 go 525 mkr/mn
OoKCMMeTa3onuHa ruapoxnopuia.

Benzalkonium chloride / BeHsankoHusi xnopua From 45 to 55 pg/mL of benzalkonium chioride/ Ot 49
45 no 55 mkr/mn GeH3ankoHua xnopuaa

Microbial purity / Mukpo6buonornuyeckas

yucrora

c 2

L0 erol it count (TAMC) Ouge | ot ot 10° GFU /i <t cFu/m
He 6onee 10" KOE/mn

Total combined yeast and molds count (TYMC})/ Not more than 10" CFU /ml/ <1 CFU / ml

O6Lee YUCNO APOXCKEBBIX U NNECHEBbLIX rpnbos
Pseudomonas aeruginosa

Staphylococcus aureus

He 6onee 10' KOE/mn
Absence in 1 ml/ OtcyTtcTeue 8 1 mn

Absence in 1 mi/ Otcytcteue B 1 mn

Absent / OTcyTcTBYIOT

Absent / OTtcyTcTBYIOT

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 npenapara 8o hnakoH TEMHOro
cTeKna ¢ HaBMHYMBAEMON NONUNPONUNEHOBON
KPbILWKON CO BCTPOEHHOW NUNETKOI U3 CTekna Tuna
3 (Ep. ©.) u 6pombyTuUnkayuyka.
Mo 1 chnakoHy C UHCTPYKLMUEN NO NPUMEHEHUIO B
nayky KapTOHHYIO.

Complies / CooTBetcTByeT
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SOFARIMEX

INDUSTRIA QUINICA E FARMACEUTICA, 5.A.

FINISHED PRODUCT CERTIFICATE OF ANALYSIS

CEPTU®UKAT AHATNTIU3A FOTOBOIO NMPOAYKTA

PRODUCT / MPOAYKT: Nasivin Nasal Drops 0.05 % Russia / Ha3auBMH® kannu Ha3zanbHble 0,05% Poccus /

ARTICLE CODE / BHYTPEHHWUIA KOO NPOAYKTA: 704532 BATCH Ne / MAPTUA Ne /: 31539
MANUFACTURE DATE: / OATA U3FOTOBJIEHUA: 12/2023 C.A/ CEPTU®UKAT AHANWU3A: 191/24
ANALYTICAL PROC. N°: / MIPOTOKOIN AHAIWU3A Ne: SRAS-9WACUG.4 EXP./ CPOK TOOHOCTW: 12/2026

ANALYTICAL REFERENCE / PEQEPEHTHbIM UWCTOYHUK METOOOB AHAJIM3A: Normative documentation / HopmaTusHas
nokymeHTauus 11 N012964/01-240523

CUSTOMER INTERNAL CODE / BHYTPEHHUM KOO NPOAYKTA KNUEHTA: 81775839

API NAME, INN / HAMMEHOBAHUE ®APMALIEBTUYECKOW CYECTAHLMUU, MHH: Oxymetazoline Hydrochloride, INN:
Oxymetazoline / OkcumeTazonunHa ruapoxnopug, MHH: OkcumeTasonuH:

API MANUFACTURER BATCH NUMBER / HOMEP CEPUM NPOU3BOANTENA ®APMALEEBTUMECKOWN CYBECTAHLIUK:
23202111

FP MANUFACTURER APl BATCH NUMBER / HOMEP CEPUX ®APMALIEBTUYECKON CYECTAHLIMM NPON3BOAUTENA
rNo: 23080121

API MANUFACTURER NAME / .
HAUMEHOBAHUE NPOU3BOAUTENSA ®APMALEBTUYECKOU CYBCTAHLIUM: Siegfried PharmaChemikalien Minden GmbH /

3urchpug PapmaXemukanueH MunaeH TM6X

COUNTRY OF MANUFACTURE OF THE API / .
CTPAHA NPOU3BOAUTENA ®APMALIEBTUYECKOU CYECTAHUWMK: Germany / Fepmanus

TESTS SPECIFICATIONS RESULTS
Mokaszatenu Cneundmkaummn Pesynbrarbi
Labeling / MapkupoBka According to Normative documentation. / B Complies / Cooteetcrayer
COOTBETCTBUM C HOPMATUBHOMN AOKYMEHTaLMER.

Storage / XpaneHue: At temperature below 25°C. / Mpu TemnepaTtype He Bbilte 25°C.

Shelf life / Cpok rogHocTu: 3 years / 3 roga

REMARKS / MpumeyaHue:
The Product conforms to ND/
MpopykT cooTBeTCcTBYET TpeboBaHuam HJ,

BATCH REMARKS / NpumeyvaHue Ans cepum:

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 cBUAETENLCTBYIO, YTO AaHHaA NapTUA NpoBepeHa B
COOTBETCTBMU C paspelieHWeM Ha MapkeTUHr U EBponeickum pykoBOACTBOM NO Haanexaliei Npou3BOACTBEHHON
npakTuke AN NeKkapcTBEHHbIX NPOAYKTOB.
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SOFARIMEX

INDUSTRIA QUIMICA E FARMACEUTICA, S.A,

FINISHED PRODUCT CERTIFICATE OF ANALYSIS

CEPTUD®UKAT AHAJTU3A TOTOBOIO NPOAYKTA

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

ARTICLE CODE / BHYTPEHHUI KOL MPOAYKTA: 704532 BATCH Ne / MAPTUA Ne /: 31539
MANUFACTURE DATE: / ATA U3IrOTOBIEHUA: 12/2023 C.A/ CEPTU®UKAT AHAJIU3A: 191/24
ANALYTICAL PROC. N°: / TPOTOKOJT AHAJTU3A Ne: SRAS-9WACUG.4 EXP./ CPOK TrOOHOCTWU: 12/2026

ANALYTICAL REFERENCE / PEQOEPEHTHbIM NICTOYHUK METOAOB AHAIU3A: Normative documentation / HopmaTtusHas
AokymeHTaums M N012964/01-240523

CUSTOMER INTERNAL CODE / BHYTPEHHWUW KOl MPOAYKTA KINUEHTA: 81775839

APl NAME, INN / HAMMEHOBAHWE ®APMALIEBTUYECKOW CYECTAHLUUWU, MHH: Oxymetazoline Hydrochloride, INN:
Oxymetazoline | OkcumeTtazonuHa rugpoxnopua, MHH: OkcumetazonuH:

APl MANUFACTURER BATCH NUMBER / HOMEP CEPUW NMPOU3BOAUTENA ®APMALEBTUYECKOU CYECTAHLIUK:
23202111

FP MANUFACTURER API BATCH NUMBER / HOMEP CEPUW ®APMALIEBTUMECKOW CYECTAHLUWUU MPOU3BOAUTENA
rNo: 23080121

APl MANUFACTURER NAME / .
HAWMEHOBAHWE NPOU3BOOUTENA ®APMALIEBTUMECKOUW CYBCTAHUMUMU: Siegfried PharmaChemikalien Minden GmbH /
3urdbpua GapmaXemukanveH MungeH MmbX

COUNTRY OF MANUFACTURE OF THE API/ .
CTPAHA NMPOU3BOAUTENA ®APMALEBTUYECKOU CYBCTAHLIMN: Germany / MepmaHus

ANALIST / AHanuTuk:
Sénia Chainho DECISION / 3aknioveHue: ]ﬂ Za v, y
DATE/ flata: 4 / o?p/gﬁg

MalntaRibeir QUALIFIED PERSON / OTBeTcTBeHHOE NULo:
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