SOFARIMEX

INDUSTRIA GUIMICA E FARMACEUTICA, S.A.

FINISHED PRODUCT CERTIFICATE OF ANALYSIS

CEPTU®UKAT AHANTU3A TrOTOBOIO NPOAYKTA

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

ARTICLE CODE / BHYTPEHHUM KOf MPOAYKTA: 704532 BATCH Ne / MAPTUA Ne /: 31499
MANUFACTURE DATE: / ATA U3FOTOBNEHWA: 11/2023 C.A/ CEPTU®UKAT AHAJTU3A: 189/24
ANALYTICAL PROC. N°: / MPOTOKOJT AHAITU3A Ne: SRAS-9WACUG.4 EXP. / CPOK rOAHOCTHU: 11/2026

ANALYTICAL REFERENCE / PEOEPEHTHbIM UCTOYHUK METOOOB AHANWU3A: Normative documentation / HopmatusHas
AokymeHTaums 11 N012964/01-240523

CUSTOMER INTERNAL CODE / BHYTPEHHWUA KO NPOAYKTA KNUEHTA: 81775839

API NAME, INN / HAMUMEHOBAHUE ®APMALIEBTUYECKOW CYECTAHLIUWU, MHH: Oxymetazoline Hydrochloride, INN:
Oxymetazoline / OkcumeTtasonuna rugpoxnopua, MHH: OkcumeTasonux:

AP| MANUFACTURER BATCH NUMBER / HOMEP CEPUW MPOU3BOAUTENA ®APMALIEBTUMECKOWU CYECTAHLUMU:
23202111

FP MANUFACTURER API BATCH NUMBER / HOMEP CEPUA ®APMALEEBTUYECKOW CYECTAHLIUN NPOU3BOAUTENA
MMo: 23080121

APl MANUFACTURER NAME / .
HAWMEHOBAHUE NPON3BOOAUTENA ®PAPMALIEBTUYECKOWU CYBCTAHLUMWMW: Siegfried PharmaChemikalien Minden GmbH /
3urcpung PapmaXemukanueH MunaeH MTm6X

COUNTRY OF MANUFACTURE OF THE API/ .
CTPAHA NPOU3BOAWUTENA ®APMALEEBTUYECKOU CYBCTAHUUN: Germany / F'epmaHus

TESTS SPECIFICATIONS RESULTS
MNokasaTenun Cneundmkaumm Pesynbrarbl
Description/ Onucaxue Transparent or almost transparent, from a nearly

coloriess to slightly yellow solution. / MNpoapayHbii | Complies / CooTseTcTByeT
WAU NOYTW NpPO3padHbIi pacTBOpP OT NOYTH
6ecupeTHoro ao cnabo-xenToro UBeTa.

Identity/ MognuHHOCTL Retention time of the main peak in the
Oxymetazoline hydrochloride / chromatogram of the test solution should comply
OkcumMeTasonuHa rmapoxnopua with retention time of the main peak in the

chromatogram of oxymetazoline hydrochloride
standard solution obtained in the Assay test. / | Complies / CooTeeTcTBYET
Bpems yaepxuBaHMs OCHOBHOIO NUKAa  Ha
XpoMaTtorpaMMe WCNbITyemMoro pacTtBopa AOSKHO
COOTBETCTBOBATH BpEMEHU yAepXvUBaHUS
OCHOBHOrO NUKa Ha XpoMaTorpamMme CTaHAapTHOro
pacTeopa OKCUMETA30N1Ha ruapoxnopuaa,
NOMyYEHHOW NPy KONMYECTBEHHOM onpeaeneHuy.

Benzalkonium chloride / BeHzankoHus 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 / CooTBeTCTBYET
solution obtained in the Assay test. / Bpems
YAepKUBaHWS OCHOBHOTIO NUKa Ha XpoMaTorpaMme
UCrbITYeMOro pacTeopa A0SKHO COOTBETCTBOBATL
BPEMEHN YAEPKMBAHUS OCHOBHOTO MMKa Ha
Xpomarorpamme CTaHpapTHOro pacTtBopa
GeH3ankoHnss  xnopuaa,  NONy4eHHOW  Mnpwu
KONMUYECTBEHHOM OMpeaeneHun.
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SOFARIMEX

INDUSTRIA QUIMICA E FARMACEUTICA, 5.A,

FINISHED PRODUCT CERTIFICATE OF ANALYSIS

CEPTUDUKAT AHAJIU3A TOTOBOI'O NMPOAYKTA

PRODUCT / MPOAYKT: Nasivin Nasal Drops 0.05 % Russia / Ha3uBuH® kannu HaszanbHblie 0,05% Poccus /

ARTICLE CODE / BHYTPEHHWUI KO NPOQYKTA: 704532

BATCH Ne / NTAPTHUA Ne /: 31499

MANUFACTURE DATE: / ATA U3rOTOBNEHWUA: 11/2023

C.A /| CEPTU®PUKAT AHATIU3A: 189/24

ANALYTICAL PROC. N° / MIPOTOKOJT AHANU3A Ne: SRAS-9WACU6.4

EXP. / CPOK FOAHOCTMU: 11/2026

ANALYTICAL REFERENCE /| PEQEPEHTHbIA UICTOYHMUK METOOQOB AHAJINM3A: Normative documentation / HopmartusHan

nokymentauus N N012964/01-240523

CUSTOMER INTERNAL CODE / BHYTPEHHUI KOA NPOAYKTA KITMEHTA: 81775839

API NAME, INN / HAMUMEHOBAHUE ®APMALIEBTUYECKOMW CYECTAHLIMW, MHH: Oxymetazoline Hydrochloride, INN:
Oxymetazoline / OkcumeTtazonuHa ruapoxnopug, MHH: OkcumeTasonuH:

API MANUFACTURER BATCH NUMBER / HOMEP CEPUX NPOU3BOAUTENA ®APMALEBTUYECKOW CYBCTAHLIMNK:

23202111

FP MANUFACTURER API BATCH NUMBER / HOMEP CEPUXA ®APMALIEBTUMECKOW CYECTAHLIUU NPON3BOAUTENA

No: 23080121

APl MANUFACTURER NAME /

HAUMEHOBAHME NMPOU3BOAUTENA ®APMALIEBTUMECKOW CYBCTAHUMWMU: Siegfried PharmaChemikalien Minden GmbH /

Burchpua PapmaXemukanued MuuaeH Tm6X

COUNTRY OF MANUFACTURE OF THE API/

CTPAHA NMPOU3BOAUTENA ®PAPMALIEBTUYECKOW CYBCTAHUMW: Germany / Fepmanus

TESTS
MokazaTtenu

SPECIFICATIONS
Cneuundukaumm

RESULTS
Pesynbrarbl

Clarity / Mpo3payHocTb

The opalescence of the product should not exceed
the opalescence of the reference
suspension I/purified water. / OnanecueHuus
npenapaTa He OOomkHa npesbiWaTh
onanecueHumio  3TanoHa cpaBHeHus |/Bogbl
OYULLEHHON.

Complies / CootseTcTBYET

Color/ LiBeTtHOCTB

The product should be colorless or be comparable
to reference solution Yz. / Mpenapat aomkeH 6biTb
6ecuUBeTHbIM WNKU BbIAEPXUBATL CpaBHEHWE C
3TanoHoMm Y7.

Complies / CooTBeTcTBYET

Relative density (d 20/20) / OTHocuTenbHas

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

nnoTHocTb (d 20/20) 1997

pH From5.5t06.5/015,5006,5 59

Osmolality / OcmonsinbHOCTb From 270 to 330 mOsmol/kkg / Ot 270 go 330 278
MOcmonb/kr

Related substances / PoacTBeHHbIe npuMecH

Impurity A (hydrolysis product) / Mpumecst 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 % T

<

Individual unidentified impurity / EanHnyHas Not more than 0.1 % / He 6onee 0,1 %

HenaeHTUULMPOBaHHAA NPUMECh <LD

Total impurities/ Cymma npumecei Not more than 1.2 % / He 6onee 1,2 % <LD
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SOFARIMEX

INDUSTRIA QUIMICA E FARMACEUTICA, S.A.

FINISHED PRODUCT CERTIFICATE OF ANALYSIS

CEPTU®UKAT AHANTU3A TOTOBOIO NPOAYKTA

PRODUCT / NPOAYKT: Nasivin Nasal Drops 0.05 % Russia / HaauBus® kannu HasanbHbie 0,05% Poccusa /

ARTICLE CODE / BHYTPEHHUW KOA MPOAYKTA: 704532 BATCH Ne / MAPTUA Ne /: 31499
MANUFACTURE DATE: / ATA U3FOTOBNEHWUA: 11/2023 C.A | CEPTU®UKAT AHATU3A: 189/24
ANALYTICAL PROC. N°: / TPOTOKON AHAJTU3A Ne: SRAS-SWACUG6.4 EXP. / CPOK TORHOCTHU: 11/2026

ANALYTICAL REFERENCE / PE®EPEHTHbBIW UCTOYHUK METOAOB AHAINWU3A: Normative documentation / HopmaTusHas
AokymenTaumns [1N012964/01-240523

CUSTOMER INTERNAL CODE / BHYTPEHHWUA KOf MPOAYKTA KITMEHTA: 81775839

APl NAME, INN / HAMMEHOBAHWE ®APMALIEEBTUYECKOWU CYBCTAHLNN, MHH: Oxymetazoline Hydrochloride, INN:
Oxymetazoline / Oxcumetaszonuua rugpoxnopug, MHH: OkcumeTtasonuH:

AP MANUFACTURER BATCH NUMBER / HOMEP CEPUWA NPOU3BOANTENA ®APMALIEBTUYECKOWU CYECTAHLIUK:
23202111

FP MANUFACTURER API BATCH NUMBER / HOMEP CEPUW ®APMALIEBTUMECKOW CYECTAHLMWM NPOU3BOAUTENA
rMo: 23080121

APl MANUFACTURER NAME / .
HAMMEHOBAHME NMPOM3BOAWUTENA ®APMALIEBTUYECKOWU CYECTAHLUMU: Siegfried PharmaChemikalien Minden GmbH /

3urcdpua PapmaXemukanveH MungeH Tmb6X

COUNTRY OF MANUFACTURE OF THE API/ .
CTPAHA NPOU3BOAUTENA ®APMALIEBTUYECKON CYBCTAHUWW: Germany / FepmaHus

TESTS SPECIFICATIONS RESULTS
Mokasarenu Cneuundukaumm PesynbTaThl

Assay / KonuyectBeHHOe onpegeneHue

Oxymetazoline hydrochloride / OkcumeTasonuHa From 475 to 525 pg/mL of oxymetazoline 502
rmapoxnopua hydrochloride/ OT 475 no 525 mkr/mn
OKCUMETA30MMHa ruapoxnopuaa.

Benzalkonium chloride / BeHsankoHusi xnopug From 45 to 55 pg/mL of benzalkonium chloride/ Ot 49
45 po 55 Mkr/mn 6eHsankoHua xnopuaa

Microbial purity / Mukpo6uonoruyeckas

yucrora
Lo 2

gy O Oftiee | tmar tha 1 CFU <t R Im

He 6onee 10° KOE/mn
Total combined yeast and molds count (TYMC)/ Not more than 10" CFU /mi/
ObLee UMCNO APOXOKEBBIX W NNECHEBLIX rpnbos 1 <1 CFU/mi

He 6onee 10 KOE/mn
Pseudomonas aeruginosa Absence in 1t ml/ OtcytctBue B 1 Mn Absent / OTcyTcTayloT
Staphylococcus aureus Absence in 1 ml/ OtcyTtcTeve B 1 mn

Absent / OtcyTcTBYIOT

Package / YnakoBxa 10 mL in an amber glass bottle with a Complies / CooTseTcTayeT

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 YNakoH TEMHOro
cTekna ¢ HaBMHYMBAEMOW NOMUMNPONUIEHOBON
KPbiLLKOA CO BCTPOEHHOW NUNETKON U3 cTekna Tuna
3 (EBp. @.) n 6pombyTUnKayuyka.

Mo 1 pnakoHy C MHCTPYKLMEN MO MPUMEHEHUIO B

nayky KAapTOHHYIO.
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SOFARIMEX

INDUSTRIA QUIMICA E FARMACEUTICA, S.A.

FINISHED PRODUCT CERTIFICATE OF ANALYSIS

CEPTU®UKAT AHAJIU3A FOTOBOIO NPOLYKTA

PRODUCT / MPOAYKT: Nasivin Nasal Drops 0.05 % Russia / Ha3uBuH® kannu Ha3anbHbie 0,05% Poccus /

ARTICLE CODE / BHYTPEHHWUIA KOQ NPOQYKTA: 704532 BATCH Ne / MAPTUA Ne /: 31499
MANUFACTURE DATE: / ATA U3rOTOBNEHUA: 11/2023 C.A/ CEPTU®UKAT AHAJIN3A: 189/24
ANALYTICAL PROC. N°: / TIPOTOKOI AHAJTU3A Ne: SRAS-9WACU6.4 EXP. / CPOK TOQHOCTU: 11/2026

ANALYTICAL REFERENCE / PE®GEPEHTHbIM UICTOYHMUK METOOB AHAJIM3A: Normative documentation / HopmatusHas
nokymeHTauus M N012964/01-240523

CUSTOMER INTERNAL CODE / BHYTPEHHUI KOJ NPOAYKTA KINUEHTA: 81775839

API NAME, INN / HAUMEHOBAHWE ®APMALIEBTUMYECKOW CYECTAHLIMW, MHH: Oxymetazoline Hydrochloride, INN:
Oxymetazoline / OkcumerasonuHa rugpoxnopua, MHH: OkcumeTtasonuH:

API MANUFACTURER BATCH NUMBER / HOMEP CEPUW NPOU3BOAUTENA ®APMALIEBTUYECKOMW CYECTAHLIMM:
23202111

FP MANUFACTURER API BATCH NUMBER / HOMEP CEPUX ®APMALIEBTUMECKOW CYBCTAHLUUW NPOU3BOAWTENA
rNe: 23080121

API MANUFACTURER NAME / .
HAWMEHOBAHUE NPOU3BOAUTENA ®APMALIEBTUMECKOWU CYBECTAHLIUMU: Siegfried PharmaChemikalien Minden GmbH /
3urcdppua PapmaXemukanued Munaen TM6X

COUNTRY OF MANUFACTURE OF THE API/ .
CTPAHA NPOU3BOAUTENA ®PAPMALIEBTUYECKOU CYECTAHUWW: Germany / Fepmanua

TESTS SPECIFICATIONS RESULTS
Mokasatenu Cneuncdukaumm Pesynbrathl
Labeling / MapkupoBka According to Normative documentation. / B Complies / CooteTcTBYET
COOTBETCTBUN C HOPMATUBHOMN AOKYMEHTaLuen.

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

Shelf life / Cpok rognocTu: 3 years / 3 roga

REMARKS / NpumeyaHue:
The Product conforms to ND/
MpoaykT cootBeTcTBYET TPpebGoBaHuam HJ

BATCH REMARKS / NMpumeyaxne 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 cBUAETENbCTBYIO, UTO AaHHas NapTus NpoBepeHa B
COOTBETCTBUM C pa3petleHMEM Ha MapkeTUHr u EBponeickum pyKOBOACTBOM NO Haanexallenl Npou3BOACTBEHHOW
npakTUKe ANs NeKapCTBEHHBIX NPOAYKTOB.
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SOFARIMEX

INDUSTRIA QUIMICA E FARMACEUTICA, S.A.

FINISHED PRODUCT CERTIFICATE OF ANALYSIS

CEPTU®UKAT AHAJIU3A TOTOBOI'O NPOAYKTA

PRODUCT / MPOAYKT: Nasivin Nasal Drops 0.05 % Russia / HaauBnH® kannu Ha3anbHble 0,05% Poccus /

ARTICLE CODE / BHYTPEHHUI KOA MPOAYKTA: 704532 BATCH Ne / TAPTUA Ne /: 31499
MANUFACTURE DATE: /| ATA U3IrOTOBJIEHUA: 11/2023 C.A /| CEPTUDUKAT AHAITU3A: 189/24
ANALYTICAL PROC. N° / TPOTOKON AHAJTU3A Ne: SRAS-9WACU6.4 EXP./ CPOK FOAHOCTH: 11/2026

ANALYTICAL REFERENCE / PEOEPEHTHbIN LICTOYHUK METOQOB AHANU3A: Normative documentation / HopmaTusHas
pokymeHTauus 1 N012964/01-240523

CUSTOMER INTERNAL CODE / BHYTPEHHWUIA KO MPOAYKTA KITUEHTA: 81775839

APl NAME, INN / HAMMEHOBAHUE ®APMALIEBTUHECKOWU CYECTAHLIUK, MHH: Oxymetazoline Hydrochloride, INN:
Oxymetazoline /| Okcumeraszonuxa rugpoxnopua, MHH: OkcumeTtaszonuH:

APl MANUFACTURER BATCH NUMBER / HOMEP CEPWUA NPOU3BOAUTENA ®APMALEBTUYECKON CYECTAHLIUU:
23202111

FP MANUFACTURER APl BATCH NUMBER / HOMEP CEPUN ®APMAUEBTUYECKOW CYECTAHLIMK NPOW3BOAMUTENA
Mo: 23080121

APl MANUFACTURER NAME / .
HAUMEHOBAHME NMPON3BOAWUTENA ®APMALIEBTUMECKOU CYBCTAHLUMWUM: Siegfried PharmaChemikalien Minden GmbH /
3urdppun PapmaXemukanmeH MunaeH F'meXx

COUNTRY OF MANUFACTURE OF THE API/ .
CTPAHA NMPOU3BOAUTENS ®PAPMALIEBTUMECKOU CYBCTAHUMWU: Germany / MepmaHus

ANALIST / AHanuTuk: 5 4
Sénia Chainho DECISION / 3aknioyeHuye: ///Vm/ﬂo/
DATE / flara: 04Z3/Z7L§

M. IncsIRibEifD QUALIFIED PERSON / OTBETCTBEHHOE NULO:

/4
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