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SOFARIMEX

INDUSTRIA QUIMICA E FARMACEUTICA, 5.4,

FINISHED PRODUCT CERTIFICATE OF ANALYSIS

CEPTUDUKAT AHAJIU3A TOTOBOI'O NMPOAYKTA

PRODUCT / NIPOAYKT: Nasivin Nasal Drops 0.01 % Russia / HaauBuH® kannu HasanbHble 0,01% Poccusa/

ARTICLE CODE / BHYTPEHHWUIA KO NPOAYKTA: 704530 BATCH Ne / MAPTHUA Ne /: 44136
MANUFACTURE DATE: / JATA U3rOTOBNEHUA: 02/2024 C.A/ CEPTU®UKAT AHAINU3A: 983/24
ANALYTICAL PROC. N°: / MIPOTOKOIT AHAINN3A Ne: SRAS-9WACNM.5 EXP./ CPOK rOQHOCTMW: 01/2027

ANALYTICAL REFERENCE / PE®EPEHTHbLIM UCTOYHUK METOOOB AHAMWU3A: Normative documentation / HopmaTueHast
JokymeHTaums I N012964/01-240523

CUSTOMER INTERNAL CODE / BHYTPEHHUI KO[ MPOAYKTA KNUEHTA: 81775837

API NAME, INN / HAMMEHOBAHUE ®APMALIEBTUYECKOW CYBCTAHLIMU, MHH: Oxymetazoline Hydrochloride, INN:
Oxymetazoline / OkcumeTtasonuHa rugpoxnopua, MHH: OkcumeTazonuH

AP| MANUFACTURER BATCH NUMBER / HOMEP CEPWUY MPOM3BOAUTENA ®APMALIEBTUYMECKOWU CYECTAHLINU:
23202119

FP MANUFACTURER API BATCH NUMBER / HOMEP CEPUUA ®APMALIEBTUYECKOWU CYBCTAHLIUX NPOU3BOAUTENA
Mo: 23120291

APl MANUFACTURER NAME / 5
HAMMEHOBAHUE NMPOU3BOOAUTENA ®APMALIEBTUYECKOWU CYBCTAHLMUMW: Siegfried PharmaChemikalien Minden GmbH /
3urdpug PapmaXemukanmed MuHaeH MubX

COUNTRY OF MANUFACTURE OF THE API/ .
CTPAHA NPOU3BOAUTENA ®APMALIEBTUMECKOWU CYBCTAHLIMU: Germany / 'epmaHus

TESTS SPECIFICATIONS RESULTS
MokasaTenu Cneuudmkauum PesynbTathbl

Description/ Onucanune Transparent or almost transparent, from a nearly
colorless to slightly yellow solution. / MNpo3apayHbii
WM MOYTM NpPO3payHbIi  pacTBOp OT MOMTU
6ecupeTHoro Ao cnabo-xenToro useTa.

Complies /
CooTteeTcTBYET

Identity / MoanuHHOCTL Retention time of the main peak in the
Oxymetazoline hydrochliroide / 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. /
BpemMsa yaepXuWBaHUS  OCHOBHOrO MUKa Ha )
XpOMaTOrpaMMe UCMbITYEMOro pacTBopa AOMKHO Complies /

COOTBETCTBOBaTb BpeMeHn yaepxveaHus CootseTcTByeT
OCHOBHOrO NMUKa Ha XpomaTorpamMmme CTaHAapTHOro
pacTBopa OKCMMETas3omnuHa ruapoxnopuaa,
NONyYeHHOW NpU KONUYECTBEHHOM onpedeneHnn.

. . Retention time of the main peak in the
Benzalkonium chloride / Bensankonus chromatogram of the test solution should comply
xnopua with retention time of the main peak in the
chromatogram of benzalkonium chloride standard
solution obtained in the Assay test. / Bpewms
yAEepXKUBaHUSA OCHOBHOIO nuka Ha Complies /

XpomaTtorpaMMe UCMbITyemMoro pacrsopa AOJIKHO COOTBeTCTByeT
COOTBETCTBOBATL BpPEMEHMN yAepXusaHus
OCHOBHOIO nuka Ha Xpomarorpamme
cTaHAapTHoro pacteopa GeHsankoHus xnopuaa,
NoNy4YeHHOW NpY KONUUYECTBEHHOM OnpeaeneHun.

1/5
IMP.4.13




SOFARIMEX

INDUSTRIA QUIMICA E FARMACEUTICA, S.A,

FINISHED PRODUCT CERTIFICATE OF ANALYSIS

CEPTU®UKAT AHAJIN3A FOTOBOIO MPOAYKTA

PRODUCT / TPOAYKT: Nasivin Nasal Drops 0.01 % Russia / Ha3uBnH® kannu HasanbHsie 0,01% Poccus /

ARTICLE CODE / BHYTPEHHUW KO NMPOAYKTA: 704530 BATCH Ne / MAPTUA Ne /: 44136
MANUFACTURE DATE: / QATA N3rOTOBNEHWUA: 02/2024 C.A/ CEPTUOUKAT AHAIMU3A: 983/24
ANALYTICAL PROC. N° / MPOTOKOJT AHANWU3A Ne: SRAS-9WACNM.5 EXP. / CPOK rOQHOCTMW: 01/2027

ANALYTICAL REFERENCE / PEQEPEHTHbLIN MCTOYHUK METOZIOB AHAIU3A: Normative documentation / HopmatusHas
aokymeHTauus N N012964/01-240523

CUSTOMER INTERNAL CODE / BHYTPEHHUI KOA NPOAYKTA KIUEHTA: 81775837

API NAME, INN / HAMMEHOBAHUE ®APMALEEBTUYECKOM CYECTAHLUKM, MHH: Oxymetazoline Hydrochloride, INN:
Oxymetazoline / OkcumeTaszonuHa ruapoxnopua, MHH: OkcumeTazonuH

APl MANUFACTURER BATCH NUMBER / HOMEP CEPUX NPON3BOOUTEINSA ®APMALIEBTUMECKOW CYBCTAHLUN:
23202119

FP MANUFACTURER APl BATCH NUMBER / HOMEP CEPMU ®APMALIEBTUMECKOW CYECTAHLMW MPOU3BOAUTENA
Mo: 23120291

APl MANUFACTURER NAME / .
HAMMEHOBAHMUE NMPOU3BOAUTENS ®APMALIEEBTUMECKOW CYBCTAHUMN: Siegfried PharmaChemikalien Minden GmbH /

3urcdpua PapmaXemukanmed MunaeH MmeX

COUNTRY OF MANUFACTURE OF THE API / i
CTPAHA NPOU3BOAWTENA ®APMALEEBTUMECKOW CYBCTAHLUWU: Germany / lepmanus

TESTS SPECIFICATIONS RESULTS
MokasaTenu Cneundmkaumm Pesynbtathbl
Clarity / Mpo3pa4HoCTb The opalescence of the product should not exceed
the opalescence of the reference
suspension l/purified water. / OnanecueHuus Complies /
npenapata He JOMKHa npesbIWaTh Cootsetcrayer
onanecueHuMio 3TanoHa cpaBHeHus |/Boabl
OMULLEHHOM.
Color / LBeTHOCTB The product should be colorless or be comparable
to reference solution Yz. / MNpenapat gomxeH 6biTb Comolies /
fecuseTHbIM WNKU  BblaepXkuBaTb CpaBHeEHWe ¢ Coonaeg iB
3TanoHom Y7. creyer
Relative density (d 20/20) / OtHocuTernHas From 1.006 to 1.010/ Ot 1,006 go 1,010
nnoTHocTb (d 20/20) 1,008
pH From 5.5t06.5/ 015,56 006,5
5,9
Osmolality / OcmonsanbHOCTL From 270 to 330 mOsmol/kg / Ot 270 po 330
MOcmonb/kr 276
Relative impurities / PoacTBeHHble npuMecH
Impurity A (hydrolysis product) / Mpumecs A Not more than 0.5 % / He 6onee 0,5 % <LD
(npoaykT rugponuaa)
Impurity ZP-1 / Npumece ZP-1 Not more than 0.5 % / He 6onee 0,5 % <LD
Individual unidentified impurity / EauHuyHasn Not more than 0.1 % / He 6onee 0,1 %
HeuaeHTUdULMpPOBaHHas NpUMECh <0.1%
Total impurities/ Cymma npumecei Not more than 1.2 % / He 6onee 1,2 %
<0.1%
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SOFARIMEX

INDUSTRIA QUIMICA E FARMACEUTICA, S.A,

FINISHED PRODUCT CERTIFICATE OF ANALYSIS

CEPTUDUKAT AHAINTU3A TOTOBOI'O NMPOAYKTA

PRODUCT / MPOAYKT: Nasivin Nasal Drops 0.01 % Russia / HasanBuH® kannu HasanbHble 0,01% Poccus /

ARTICLE CODE / BHYTPEHHUW KO NPOQYKTA: 704530 BATCH Ne / TAPTUA Ne /: 44136

MANUFACTURE DATE: / ATA U3rOTOBINEHWUA: 02/2024 C.A/ CEPTUO®UKAT AHAJTU3A: 983/24

ANALYTICAL PROC. N°: / MPOTOKOI AHAINN3A Ne: SRAS-SWACNM.5 EXP. / CPOK TOAHOCTM: 01/2027

ANALYTICAL REFERENCE / PE®EPEHTHbIM UICTOYHUK METOOOB AHAJIU3A: Normative documentation / HopmatusHas
AokymeHTauns ' N012964/01-240523

CUSTOMER INTERNAL CODE / BHYTPEHHUI KOA NPOAYKTA KIUEHTA: 81775837

APl NAME, INN / HAMMEHOBAHWE ®APMALIEBTUMECKOUWN CYBCTAHLIMU, MHH: Oxymetazoline Hydrochloride, INN:
Oxymetazoline / OkcumeTtasonuHa rugpoxnopua, MHH: OxcuMeTazonuH

API MANUFACTURER BATCH NUMBER / HOMEP CEPUW NPOU3BOAUTENS ®APMALEEBTUYECKOU CYECTAHLIMK:
23202119

FP MANUFACTURER API BATCH NUMBER / HOMEP CEPMU ®APMALIEBTU4MECKOWU CYBCTAHUUWN NPOU3BOAUTENA
Mo: 23120291

APl MANUFACTURER NAME / )
HAUMEHOBAHUWE NPOU3BOAUTENA ®APMALIEBTUMECKOWU CYBCTAHLIUMU: Siegfried PharmaChemikalien Minden GmbH /

3urdppua PapmaXemukanueH MuHaeH T'mbX

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

TESTS SPECIFICATIONS RESULTS
MokazaTenu Cneuudumkauum Pe3ynbTaTthl

Assay / KonuyecTBeHHOe onpepaeneHue
Oxymetazoline hydrochloride /
OkcumeTasonuHa rugpoxnopug

From 92.5 to 105 pg/mL of oxymetazoline
hydrochloride/ Ot 92,5 go 105 mkr/mn 98,0
OKCUMETA30MMHa rnapoxnopuga.

From 45 to 55 ug/mL of benzalkonium chloride/ Ot

Benzalkonium chloride / BeHsankoHus x10pua,
45 po 55 mkr/mn GeHzankoHua xnopuaa

47

Microbial purity / Mukpo6uonormyeckas
yucrorTa
Total aerobic microbial count (TAMC) / Not more than 10° CFU / mi /
O6uyee uncno aspobHbix GakTepui He 6onee 10%KOE/mMn <1 UFC/ml
Total combined yeast and molds count Not more than 10" CFU /ml/
(TYMC) / ObLuee 4ncno apoxokeBbIX U 1
[NECHeBbIX TPUGOB He 6onee 10 KOE/mn <1 UFC/ml
Pseudomonas aeruginosa Absence in 1 ml/ OTtcytctBue B 1 Mn

Absent/ml
Staphylococcus aureus Absence in 1 ml/ OtcytcTBre B 1 mn Absent/ml
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SOFARIMEX

INDUSTRIA QUIVICA E FARMACEUTICA, S.A.

FINISHED PRODUCT CERTIFICATE OF ANALYSIS

CEPTU®UKAT AHANU3A TOTOBOIO NPOAYKTA

PRODUCT / TPOOYKT: Nasivin Nasal Drops 0.01 % Russia / Ha3ueuH® kannu HasanbHbie 0,01% Poccus /

ARTICLE CODE / BHYTPEHHWUW KOl NPOAYKTA: 704530 BATCH Ne / MTAPTUA Ne /: 44136
MANUFACTURE DATE: / OATA U3rOTOBNEHUA: 02/2024 C.A | CEPTUDUKAT AHATIU3A: 983/24
ANALYTICAL PROC. N°: / NPOTOKOJT AHANMU3A Ne: SRAS-9WACNM.5 EXP./ CPOK TOOAHOCTH: 01/2027

ANALYTICAL REFERENCE / PEQEPEHTHbIA MCTOYHUK METOLOB AHAINU3A: Normative documentation / HopmaTtusHas
nokymenTaums N N012964/01-240523

CUSTOMER INTERNAL CODE / BHYTPEHHUU KO MPOAYKTA KNUEHTA: 81775837

APl NAME, INN / HAMUMEHOBAHUE ®APMALEEBTUYECKOW CYECTAHLIUWU, MHH: Oxymetazoline Hydrochloride, INN:
Oxymetazoline / OxcumeTtasonuHa rugpoxnopua, MHH: OkcumeTasonuH

API MANUFACTURER BATCH NUMBER / HOMEP CEPUU NPOU3BOAUTENS ®APMALIEBTUMECKOU CYBCTAHLIUN:
23202119

FP MANUFACTURER API BATCH NUMBER / HOMEP CEPUU ®APMALIEBTUYECKOW CYBCTAHUWN NPOU3BOAUTENA
MNa®: 23120291

APl MANUFACTURER NAME / .
HAUMEHOBAHWE NPOU3BOAUTENA ®APMALIEBTUYECKOWN CYBCTAHLIUMU: Siegfried PharmaChemikalien Minden GmbH /
Burdpua SapmaXemukanued MuHaeH Mm6X

COUNTRY OF MANUFACTURE OF THE API/ R
CTPAHA NPOU3BOOUTENA ®APMALIEBTUYECKOW CYECTAHUUWU: Germany / lepmanus

TESTS SPECIFICATIONS RESULTS
Mokasarenun Cneundumkauum PeaynbTathbl

5 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 5 mn npenapata Bo ¢rakoH TEMHOIoO
cTekna C HaBUHYMBAEMOW MNONUNPONWUIIEHOBONA Complies /
KPbILLKO# CO BCTPOEHHON NUNETKOW W3 cTekna tuna CootsetcrayeT
3 (EBp. @.) u 6pombyTunxayJyka.
Mo 1 conakoHy C MHCTpyKLMeit no
NPUMEHEHUIO B NAYKy KAPTOHHYIO.

Package / YnakoBka

Labeling / MapkupoBka According to Normative documentation. / B
COOTBETCTBUM C HOPMATUBHON Complies /
OOKyMeHTaLuen. CooTteeTcrBYET

Storage / XpaHeHue: At temperature below 25°C. / Npu TemnepaType He Bbiule 25°C.

Shelf life / Cpok rogHocTu: 3 years (-1 month) / 3 roaa (-1 mecsu)

REMARKS / lNMpumMmeyaHue:
The Product conforms to ND/
MpoaykT cooTeeTcTBYET TpEeGoBaHuamM HJ
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SOFARIMEX

INDUSTRIA QUIMICA E FARMACEUTICA, S.A,

FINISHED PRODUCT CERTIFICATE OF ANALYSIS

CEPTU®UKAT AHAJTU3A TOTOBOTIO NMPOAYKTA

PRODUCT / MPOAYKT: Nasivin Nasal Drops 0.01 % Russia / HazuBuH® kannu Ha3zanbHbie 0,01% Poccus /

ARTICLE CODE / BHYTPEHHUM KO NPOAYKTA: 704530 BATCH Ne / MAPTUA Ne /: 44136
MANUFACTURE DATE: /| ATA U3rOTOBNEHWA: 02/2024 C.A/ CEPTU®UKAT AHATNU3A: 983/24
ANALYTICAL PROC. N°: / TPOTOKON AHAJTU3A Ne: SRAS-9WACNM.5 EXP./ CPOK TOOHOCTW: 01/2027

ANALYTICAL REFERENCE / PEQOEPEHTHbIN UICTOYHUK METOOOB AHANU3A: Normative documentation / HopmaTusHas
nokymeHTauns N1 N012964/01-240523

CUSTOMER INTERNAL CODE / BHYTPEHHUW KOA NMPOAYKTA KINUEHTA: 81775837

API NAME, INN / HAMMEHOBAHUE ®APMALIEBTUMECKOU CYBCTAHUWUKN, MHH: Oxymetazoline Hydrochloride, INN:
Oxymetazoline / OkxcumeTtasonuHa rugpoxnopua, MHH: OkcumeTtasonuH

API MANUFACTURER BATCH NUMBER / HOMEP CEPUWN NPOU3BOAUTENSA ®APMALEBTUHECKOWN CYBCTAHLUM:
23202119

FP MANUFACTURER APl BATCH NUMBER / HOMEP CEPUW ®APMALIEBTUMECKOW CYECTAHLIUN NPOU3BOAUTENA
Mo: 23120291

API MANUFACTURER NAME / }
HAUMEHOBAHUWE NPOU3BOAUTENA ®APMALIEBTUYECKOWU CYBCTAHLUW: Siegfried PharmaChemikalien Minden GmbH /

3urdpua PapmaXemukanuend MuHgeH M'mbX

COUNTRY OF MANUFACTURE OF THE API/ .
CTPAHA NMPOU3BOAUTENA ®APMALEBTUYECKON CYECTAHUWUW: Germany / lepmanua

BATCH REMARKS / NpumevaHue ans 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. / [JaHHbIM CBUAETENLCTBYIO, YTO AaHHas NapTusi NnpoBepeHa B
COOTBETCTBUM C paspelleHneM Ha MapkeTMHr W EBponefckMM pyKOBOACTBOM MO Haanexawien npowsao,qcmeHHoﬁ
npakTuKe 4ns NekapCTBEHHbIX NPOAYKTOB.

M. Inés Ribeiro DECISION / 3aKmoueHue

DATE / flata: /& cb/éyg
QUALIFIED PERSON / OTBeTcTBEeHHOE NULO:

ANALIST / AHanutuk: jyﬁ :.,mc_/ 3

Sonia Chainho
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