SOFARIMEX

INDUSTRIA QUIMICA E FARMACEUTICA, 5.A,

FINISHED PRODUCT CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHAJTU3A TOTOBOI'O NPOAOYKTA

PRODUCT / NPOAYKT: Nasivin Nasal Drops 0.01 % Russia / HaauBuH® kannu HasanbHbie 0,01% Poccus /

ARTICLE CODE / BHYTPEHHUIU KOZ MPOAYKTA: 704530 BATCH Ne / MAPTUA Ne /: 30221
MANUFACTURE DATE: / OATA U3rOTOBJIEHUA: 02/2023 C.A/ CEPTU®UKAT AHAJTU3A: 1615/23
ANALYTICAL PROC. N°: / MPOTOKON AHANU3A Ne: SRAS-OWACNM.4 EXP./ CPOK rOAHOCTW: 02/2026

ANALYTICAL REFERENCE / PEQEPEHTHbIN UICTOYHWUK METOJOB AHAINU3A: Normative documentation / HopmaTveHas
AokymeHTauma N N012964/01-221221

CUSTOMER INTERNAL CODE / BHYTPEHHWUW KOA, MPOAYKTA KNUEHTA: 81775837

APl NAME / HAMMEHOBAHWE ®APMALIEBTUYECKOWU CYBECTAHUUU:
Oxymetazoline Hydrochloride

API BATCH NUMBER / HOMEP CEPUUN ®APMALIEBTUYECKOW CYBCTAHLIMN: 22040377

API MANUFACTURER NAME / .
HAUMEHOBAHWE NPOU3BOAUTENSA ®APMALIEBTUMECKOW CYBCTAHLIUN: Siegfried PharmaChemikalien Minden

COUNTRY OF MANUFACTURE OF THE API / .
CTPAHA NPOU3BOAUTENA ®APMALIEBTUYECKOW CYBECTAHLIUU: Germany

TESTS SPECIFICATIONS RESULTS
MokasaTtenu Cneuudomkaummn PeaynbTaTthl
Description/ Onucaxue Transparent or almost transparent, from a nearly
colorless to slightly yellow solution. / Mpospaunbii Complies /
UM NOYMTUM NPO3payHblil  pacTBOpP OT MNOYTU CootBeTcTBYET
GecuseTHoro Ao cnabo-XenToro LseTa.
Identity / MoanurHocTL Retention time of the main peak in the
Oxymetazoline hydrochlroide / 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 /
Bpemsi  yoepxvBaHWA  OCHOBHOrO nuka Ha CootseTtcTBYET
XpomaTorpamMme MCNbITYEMOrO PacTBopa AOMKHO
COOTBETCTBOBATL BPEMEHN YASPMMBaHUA

OCHOBHOrO NUKa Ha XpomatorpamMme CTaHAAPTHOTO
pacTeopa OKCUMETA30NNHA rMapoxnopuaa,
NONYYEHHOI NPU KONWYECTBEHHOM ONpeAeneHun.

. Retention tim i i
Benzalkonium chloride / BeH3ankoHusi LR ) L Raal] i, “ihie
chromatogram of the test solution should comply
xnopug . ; 1 ) :
with retention time of the main peak in the
chromatogram of benzalkonium chloride standard Complies /
solution obtained in the Assay test. / Bpewms CooTBeTCcTBYET
YAEPKNBaHUSA OCHOBHOIo nvka Ha
XpoMaTtorpamme WCnbITyeMoro pacTeopa A0MKHO
COOTBETCTBOBATL BpPEMEHU YAEPXUBAHUSA
OCHOBHOrO nvka Ha XxpomMartorpamme
CTaHgapTHoro pacTeopa GeHsankoHus xnopuaa,
nony4eHHOW NpU KONWYECTBEHHOM ONpeaeneruun.
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SOFARIMEX

INDUSTRIA QUIMICA E FARMACEUTICA, 5.4,

FINISHED PRODUCT CERTIFICATE OF ANALYSIS

CEPTU®WUKAT AHANN3A TOTOBOI'O NMPOAYKTA

PRODUCT / NIPOAYKT: Nasivin Nasal Drops 0.01 % Russia / HaausBnH® kannu HaszanbHble 0,01% Poccua/

ARTICLE CODE / BHYTPEHHWUI KOA NPOAYKTA: 704530

BATCH Ne / MAPTUA Ne /: 30221

MANUFACTURE DATE: / OATA U3rOTOBNEHUA: 02/2023

C.A/ CEPTU®UKAT AHANN3A: 1615/23

ANALYTICAL PROC. N°: / MTPOTOKOMN AHAITU3A Ne: SRAS-OWACNM.4

EXP./ CPOK TOQHOCTW: 02/2026

ANALYTICAL REFERENCE / PEQEPEHTHbIW UCTOYHUK METOAOB AHANU3A: Normalive documentation / HopmaTtushas

nokymexrauma N N012964/01-221221

CUSTOMER INTERNAL CODE / BHYTPEHHWUW KOA NPOAYKTA KNUEHTA: 81775837

API NAME / HAMMEHOBAHWE ®APMALIEBTUMECKOW CYBCTAHLUUM:

Oxymetazoline Hydrochloride

API BATCH NUMBER / HOMEP CEPUN ®APMALIEBTUYECKOW CYBCTAHLIUU: 22040377

API MANUFACTURER NAME /

HAWMEHOBAHWE NPOU3BOANTENA ®APMALIEBTUYECKOWN CYECTAHUWMN: Siegfried PharmaChemikalien Minden

COUNTRY OF MANUFACTURE OF THE API /

CTPAHA NPOU3BOANTENA ®APMALIEBTUMECKOW CYECTAHLIMMK: Germany

TESTS SPECIFICATIONS RESULTS
MokasaTtenu Cneumndrmkauum Peaynbrathl
Clarity / Mpo3payHocTb The opalescence of the product should not exceed
the opalescence of the reference
suspension |/purified water. / OnanecueHumna Complies /
npenapata He AomxHa npesbIWaTh CooTeetcrByeT
onanecueHunlo  aTanoHa cpaBHeHWsi |/Bopb!
OUULLEHHOW.
Color / UBeTHOCTb The product should be colorless or be comparable
to reference solution Y7. / MpenapaT gomkeH 6bITb
fGecupeTHbIM WX BblAEPXKUBATL CpaBHEHWE C Complies /
aTanoHom Yz. CootBeTtcTBYET
Relative density (d 20/20) / OTHocuTenbHas From 1.006 to 1.010/ Ot 1,006 pno 1,010
nnotHocTb (d 20/20) 1.008
pH From 5.5t06.5/0715,5 10 6,5
5.9
Osmolality / OcmonsinsHocTb From 270 to 330 mOsmolkg / Ot 270 go 330
mOcmons/kr 280
Relative impurities / PoacTBeHHLIe npumecu
Impurity A (hydrolysis product) / Mpumecb A Not more than 0.5 % / He 6onee 0,5 % <LD
(npoayxT rmaponusa)
Impurity ZP-1 / Mpumecs ZP-1 Not more than 0.5 % / He 6onee 0,5 % <LD
Individual unidentified impurity / Equanynas Not more than 0.1 % / He 6onee 0,1 % <LD
HengeHTUdMUMPOBaHHaA NpUMECH
Total impurities/ Cymma npumecen Not more than 1.2 % / He 6onee 1,2 % <LD
Assay/ KonnuectBeHHOe onpegenedue
Oxymetazoline hydrochloride / From 92.5 to 102.5 ug/mL of oxymetazoline
OkcrmeTasonuHa rugpoxnopug hydrochloride/ Ot 92,5 o 102,5 mkr/mn 97.8

OKCUMeTasonunHa rugpoxnopunaa.
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SOFARIMEX

INDUSTRIA QUIMICA E FARMACEUTICA, S.A,

FINISHED PRODUCT CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHAITU3A TOTOBOIO NPOAYKTA

. PRODUCT / NPOAYKT: Nasivin Nasal Drops 0.01 % Russia / HazuBuH® kannu HasanbHbie 0,01% Poccus /

ARTICLE CODE / BHYTPEHHUI KO NPOOYKTA: 704530 BATCH Ne / MAPTUA Ne /: 30221
MANUFACTURE DATE: / JATA U3rOTOBMEHWUA: 02/2023 C.A/ CEPTUDOUKAT AHANN3A: 1615/23
ANALYTICAL PROC. N°: / TPOTOKON AHAJIU3A Ne: SRAS-9WACNM.4 EXP./ CPOK rOOAHOCTW: 02/2026

ANALYTICAL REFERENCE / PEQEPEHTHbIM UICTOYHUK METOOB AHANU3A: Normative documentation / HopmatneHas

AokymeHTaumns 1 N012964/01-221221

CUSTOMER INTERNAL CODE / BHYTPEHHUW KO NPOAYKTA KNUEHTA: 81775837

APl NAME / HAMMEHOBAHWE ®APMALIEBTUYECKOM CYBECTAHUUN:
Oxymetazoline Hydrochloride

API BATCH NUMBER / HOMEP CEPUU ®APMALIEBTUYECKOW CYBCTAHLIUU: 22040377

API MANUFACTURER NAME /

HAUMEHOBAHWE NPOU3BOAUTENA ®APMALIEBTUMECKOW CYBECTAHLIUMU: Siegfried PharmaChemikalien Minden

COUNTRY OF MANUFACTURE OF THE API / .
CTPAHA NPOU3BOAUTENA ®APMALEBTUYECKON CYBCTAHLIMU: Germany

TESTS SPECIFICATIONS RESULTS
Mokasatenu Cneuudukauuu PesynbTaTh!
Benzalkonium chloride / Bensankonus xaopna From 45 to 55 pg/mL of benzalkonium chloride/ Ot 52
45 po 55 mkr/mn GeHsankoHWsa xnopuaa
Microbial purity / Mukpo6uonoruyeckas
4ncToTa
Total aerobic microbial count (TAMC) / Not more than 10> CFU / mi /
06 oG 5 y <1 UFC/ml
wiee Yucno aspobHbix GakTepuin He Gonee 102 KOE/mn
Total combined yeast and molds count Not more than 10' CFU
(TYMC) / O6wee Yncno apoxckeBbIX U . a? { <1 UFC/mi
MNECHEBbIX rPUGOB He 6onee 10 KOE/mn
Pseudomonas aeruginosa Absence in 1 ml/ OtcytcTeme B 1 Mn
Absent/ml
Staphylococcus aureus Absence in 1 ml/ OtcyTeTene 8 1 mn Absent/ml
Package / Ynakoska SmLin an amber glass bottle Yvith a polypropylene
screw cap with an integrated pipette made of glass
type 3 (Eur. Ph.) and bromobuty! rubber.
1 bottle and patient information leaflet in a carton .
pack. / Mo 5 mn npenapaTa Bo hnakoH TEMHOro Complies /
CTekna C HaBMHUYMBAEMON MONMAPONUIEHOBOM Cootsercrayet
KPbILLKOW CO BCTPOEHHOM NUNETKOM U3 cTekna Tuna
3 (Eep. ®.) n GpombByTUnKayuyka.
1o 1 donakoHry ¢ uHcTpyKUMei no
NMPUMEHEHUIO B NAYKy KAPTOHHYIO,
Labeling / Mapkuposka According to Normative documentation. / B Complies /
COOTBETCTBUWN C HOPMATUBHOW CootseTcTByeT

AOKYMeHTauunen.
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SOFARIMEX

INDUSTRIA QUIMICA E FARMACEUTICA, S.A,

FINISHED PRODUCT CERTIFICATE OF ANALYSIS

CEPTU®WUKAT AHATIU3A TOTOBOIO NMPOAYKTA

PRODUCT / NPOAYKT: Nasivin Nasal Drops 0.01 % Russia / HaauBuH® kannu HaszanbHble 0,01% Poccusn /

ARTICLE CODE / BHYTPEHHWUI KOA NPOQYKTA: 704530 BATCH Ne / NTAPTUA Ne /: 30221
MANUFACTURE DATE: / DATA U3rOTOBNEHUA: 02/2023 C.A/ CEPTU®UKAT AHAINMUN3A: 1615/23
ANALYTICAL PROC. N°: / NPOTOKON AHAINM3A Ne: SRAS-9WACNM.4 EXP./ CPOK TOQHOCTM: 02/2026

ANALYTICAL REFERENCE / PEQEPEHTHbLIN UCTOYHWUK METOOOB AHANWU3A: Normative documentation / HopmaTtusHas
AokymeHTaums N N012964/01-221221

CUSTOMER INTERNAL CODE / BHYTPEHHUW KO NPOAOYKTA KIMEHTA: 81775837

APl NAME / HAMUMEHOBAHUE ®APMALIEBTUMECKOW CYBCTAHLIUN:
Oxymetazoline Hydrochloride

API BATCH NUMBER / HOMEP CEPUN ®APMALIEBTUYECKON CYECTAHLIUU: 22040377

APl MANUFACTURER NAME /
HAUMEHOBAHUWE NPOU3BOAUTENR ®APMALIEBTUYMECKON CYBCTAHLIMMU: Siegfried PharmaChemikalien Minden

COUNTRY OF MANUFACTURE OF THE API/ .
CTPAHA NMPOU3BOANTENA ®PAPMALIEBTUMECKOW CYBCTAHLIWMU: Germany

TESTS SPECIFICATIONS RESULTS
Mokasartenu Cneundukauun PesynbtaThl

Storage / XpaHeHwue: At temperature below 25°C. / Mpu TemnepaTtype He Bbiwe 25°C,

Shelf life / Cpok rogHocTh: 3 years / 3 roga

REMARKS / Npumeyanue:
The Product conforms to ND/
MNpogykT cooTBeTcTBYET TpeboBaHuam HL

BATCH REMARKS / MpumevaHune ana 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 CBWOETENbLCTBYIO, YTO AAHHAsA NapTUA NPOBepeHa B
COOTBETCTBMU C paspelleHneM Ha MapkeTuHr n EBponenckvm pyKOBOACTBOM NO Haanexawlel npou3BOACTBEHHON
npakTyke ANs NekapcTBeHHbIX NPOAYKTOB.

ANALIST / AHanvuTuK:

DECISION / 3akniouenue: L/Q d[
Francesca Amaral DATE / flaTa: 02(,( (@)
L/ HUERTLES QUALIFIED PERSON / OTBETCT eHHO® NULIO: £
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