SOFARIMEX

INDUSTRIA QUIMICA E FARMACEUTICA, 5.A.

FINISHED PRODUCT CERTIFICATE OF ANALYSIS

CEPTU®PUKAT AHAJTIU3A TrOTOBOIO NMPOAOYKTA

PRODUCT / NPOAYKT: Nasivin Nasal Drops 0.025 % Russia / HaanBuH® kannu HasanbHble 0,025% Poccus /

ARTICLE CODE / BHYTPEHHUMN KOf MPORYKTA: 704531 BATCH Ne / MTAPTUA Ne /: 45496
MANUFACTURE DATE: / JATA U3rOTOBNEHUA: 11/2024 C.A /| CEPTU®UKAT AHAJIUN3A: 6067/24
ANALYTICAL PROC. N°: / NIPOTOKOJT AHAJTU3A Ne: SRAS-9WACRV.2 EXP. / CPOK TrOOHOCTW: 10/2027

ANALYTICAL REFERENCE / PEQEPEHTHbIN UCTOYHUK METOOOB AHAJIU3A: Normative documentation / HopmaTueHhas
AokymeHTaums 1N N012964/01-240523

CUSTOMER INTERNAL CODE / BHYTPEHHWUW KOl NPOAYKTA KITMEHTA: 81775838

API NAME, INN / HAUMEHOBAHWE ®APMALIEBTUYECKOW CYBCTAHLIUWN, MHH: Oxymetazoline Hydrochloride, INN:
Oxymetazoline / OkcumeTasonuHa ruapoxnopua, MHH: OxcumetasonuH

APl MANUFACTURER BATCH NUMBER / HOMEP CEPUW NPOU3BOAUTENA ®APMALIEBTUYECKOWU CYBECTAHLWNN:
23202119

FP MANUFACTURER APl BATCH NUMBER / HOMEP CEPUA ®APMALIEBTUMECKOU CYBCTAHLIUM NPOU3BOJUTENA
rNo: 24010263

AP!I MANUFACTURER NAME / .
HAUMMEHOBAHUE NMPOU3BOAUTENA ®APMALIEBTUYECKOMN CYBCTAHLUN: Siegfried PharmaChemikalien Minden GmbH /
3urdppua PapmaXemukanmeH MuHgeH MTMEX

COUNTRY OF MANUFACTURE OF THE API / .
CTPAHA NPOU3BOAUTENA ®APMALEEBTUYECKOU CYBECTAHUMU: Germany / F'epmanus

TESTS SPECIFICATIONS RESULTS
MNokasarenu Cneuuncdukaumm Pesynbrathl
Description/ OnucaHue Transparent or almost transparent, from a nearly

colorless to slightly yellow solution. / MpospayHeii
MNM AOYTM MpO3payHbii  pacTBOp OT  MOMTH
GecLpeTHOro Ao cnabo-XenToro LpeTa.

Complies / CooTBeTCTBYET

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

chromatogram of oxymetazoline hydrochloride
standard solution obtained in the Assay test. /
Bpems yaepxuBaHMs OCHOBHOrO nuKka Ha
Xpomarorpamme WcnbITyemoro pacTeopa AOMKHO | Complies / CooTaeTcTByeT
COOTBETCTBOBATL BpeMeHu yAepxuBaHus

OCHOBHOfO nuKa Ha XpoMaTtorpamme
CTaHAapTHOrO  pacTBopa  OKCMMETasonuHa
ruapoxnopuaa, nony4YeHHoM npu

KonuvyecTseHHOM onpeaeneHun.

Benzalkonium chloride / BeHszankoHus 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
solution obtained in the Assay test. / Bpems
yAepKnsaHns OCHOBHOMO N1Ka Ha XxpomMaTtorpamme Comp"es / CooTBETCTBYET
MCMBITYEMOrO pacTBopa AOIMKHO COOTBETCTBOBATL
BPEMEHW YAEPXKWUBAHUS OCHOBHOMO MUKa Ha
Xxpomarorpamme CTaHAapTHOrO pactsopa
B6eH3ankoHMa  xnopuza, NONyYeHHoW  npwu
KONMMYECTBEHHOM OnpeaeneHnn.

Clarity / Mpospa4HocTb The opalescence of the product should not exceed
the opalescence of the reference

suspension l/purified water. / OnanecueHuus Complies / CooTseTcTyeT

npenaparta He AOMKHa npesbIWAaTh
onarnecLeHUMi0  3TanoHa cpaBHeHus 1/Bogpl
OMULLIEHHOW.
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SOFARIMEX

INDUSTRIA GUIMICA E FARMACEUTICA, S.A,

FINISHED PRODUCT CERTIFICATE OF ANALYSIS

CEPTU®UKAT AHANTU3A FOTOBOTO NPOOYKTA

PRODUCT / MPOAYKT: Nasivin Nasal Drops 0.025 % Russia / Ha3nBuH® kannu HasanbHble 0,025% Poccus /

ARTICLE CODE / BHYTPEHHUWA KOO NPOAYKTA: 704531

BATCH Ne / NAPTUA Ne /: 45496

MANUFACTURE DATE: / QATA U3FOTOBJIEHUA: 11/2024

C.A /| CEPTU®UKAT AHAINUN3A: 6067/24

ANALYTICAL PROC. N°: / MIPOTOKON AHAIMWU3A Ne: SRAS-9WACRV.2

EXP./ CPOK TrOOQHOCTW: 10/2027

ANALYTICAL REFERENCE / PEQEPEHTHBIA UCTOYHWUK METOOQOB AHAMNU3A: Normative documentation / Hopmatueras

aokymenTauwms M N012964/01-240523

CUSTOMER INTERNAL CODE / BHYTPEHHUI KOl NPOAYKTA KIMUEHTA: 81775838

API NAME, INN / HAMMEHOBAHUE ®APMALIEBTUYECKOW CYECTAHLIUY, MHH: Oxymetazoline Hydrochloride, INN:
Oxymetazoline / OkcumetazonuHa ruppoxnopug, MHH: OkcumeTtasonvH

AP! MANUFACTURER BATCH NUMBER / HOMEP CEPUX NPOU3BOAUTENA ®APMALIEBTMYECKOMW CYECTAHLIMMK:

23202119

FP MANUFACTURER API BATCH NUMBER / HOMEP CEPUW ®APMALIEBTUMECKOWN CYBCTAHLIMK NPON3BOAUTENA

rMo: 24010263

API MANUFACTURER NAME /

HAUMEHOBAHME MPOU3BOOUTENSA ®APMALIEBTUMECKOW CYBCTAHLIUM: Siegfried PharmaChemikalien Minden GmbH /

3urchpug PapmaXemukanuer MuHaeH M'm6X

COUNTRY OF MANUFACTURE OF THE API/

CTPAHA MPOVU3BOOUTENSA ®APMALIEBTUYECKOU CYBCTAHLIMK: Germany / lepmanus

TESTS
Mokazarenu

SPECIFICATIONS
Cneuucukaumm

RESULTS
Pe3ynbTaTtbl

Color / LBeTHoCTb

The product should be colorless or be comparable
to reference solution Y7. / MNpenapat gorkeH 6biTb
6ecuBeTHbIM MAW BbigepkusaTb CpaBHEHUE C
3TanoHom Y7.

Complies / CooTBeTCTBYET

Relative density (d 20/20) / OtHocuTenbHas

From 1.006 to 1.010 / O1 1,006 ao 1,010

nnoTHocTb (d 20/20) 1.007
pH From55t06.5/015,5806,5
5.9
Osmolality / OcmonsinbHOCTL From 270 to 330 mOsmolkg / Ot 270 po 330
mOcmonb/kr
277
Relative impurities / PoacTBeHHble npuMecu
Impurity A (hydrolysis product) / Mpumecs A Not more than 0.5 % / He Gonee 0,5 % <D
(npoaykT rugponusa)
Impurity ZP-1 / MNpumecs ZP-1 Not more than 0.5 % / He 6onee 0,5 % <LD
Individual unidentified impurity / EauHnynasn Not more than 0.1 % / He 6onee 0,1 % <LD
HenaeHTUUUMPOBaHHas NpUMeECch
Total impurities/ Cymma npumecein Not more than 1.2 % / He 6onee 1,2 % <LD
Assay / KonuuecTBeHHoe onpeneneHue
Oxymetazoline hydrochloride / From 237.5 to 262.5 pg/mL of oxymetazoline
OkcumeTaszonuHa ruapoxnopua hydrochloride/ Ot 237,5 fo 262,5 MKkr/mn 250.8
OKCUMETA30NMHa rmapoxnopuaa. )
Benzalkonium chloride / BeHsankonvs xnopua From 45 to 55 pg/mL of benzalkonium chloride/ OT
45 po 55 mkr/mn 6eHzankoHns xnopuaa 46
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SOFARIMEX

INDUSTRIA GUIMICA E FARMACEUTICA, 5.A,

FINISHED PRODUCT CERTIFICATE OF ANALYSIS

CEPTU®UKAT AHAJIU3A TOTOBOIO NMNPOAYKTA

PRODUCT / MPOAOYKT: Nasivin Nasal Drops 0.025 % Russia / HaaueMH® kannu HaszanbHble 0,025% Poccus /

ARTICLE CODE / BHYTPEHHWUM KO NPOAYKTA: 704531

BATCH Ne / MAPTHUA Ne /: 45496

MANUFACTURE DATE: / AATA U3rOTOBNEHUA: 11/2024

C.A/ CEPTU®UKAT AHANU3A: 6067/24

ANALYTICAL PROC. N°: / MPOTOKOJT AHATNNU3A Ne: SRAS-9WACRYV.2

EXP./ CPOK rOOQHOCTMW: 10/2027

ANALYTICAL REFERENCE / PEQEPEHTHbIN UICTOYHUK METOAOB AHANU3A: Normative documentation / HopmatneHas

AokymenTaums N N012964/01-240523

CUSTOMER INTERNAL CODE / BHYTPEHHWUW KOA NPOAYKTA KNUEHTA: 81775838

API NAME, INN / HAMMEHOBAHUE ®APMALIEBTUMECKOW CYBCTAHLIMWU, MHH: Oxymetazoline Hydrochloride, INN:
Oxymetazoline / OkcumeTasonuHa ruapoxnopua, MHH: OkcumeTtaszonux

API MANUFACTURER BATCH NUMBER / HOMEP CEPU MPON3BOAUTENA ®APMALIEBTUMECKOWU CYBCTAHLUMN:

23202119

FP MANUFACTURER API BATCH NUMBER / HOMEP CEPUU ®APMALIEBTUYECKOW CYECTAHLIMM NPOU3BOAUTENA

Mo: 24010263

APl MANUFACTURER NAME /

HAUMEHOBAHUE NPOU3BOAUTENA ®APMALIEBTUYECKOW CYECTAHLUM: Siegfried PharmaChemikalien Minden GmbH /

Surdpug PapmaXemukanued MungeH MTmM6X

COUNTRY OF MANUFACTURE OF THE API /

CTPAHA NMPOU3BOAUTENA ®APMALEBTUYECKOU CYECTAHLIMMU: Germany / T'epmanuns

TESTS SPECIFICATIONS RESULTS
MokasaTenu Cneuudukauum PesynbTtarthbl
Microbial purity / Mukpo6uonoru4yeckas
yucroTta
Total aerobic microbial count (TAMC) / Not more than 102 CEU / ml /
06 " <1CFU/ml
Lee 4Yncno aspobHbIX GakTepui He Gonee 10° KOE/mn
Total combined yeast and molds count (TYMC)/ Not more than 10' CFU /ml /
Obuee Yncno ApoXNCKeBbIX U NNECHEBLIX rpubos <1 CFU/ml

Pseudomonas aeruginosa

Staphylococcus aureus

He 6onee 101 KOE/mn

Absence in 1 ml/ OtcyTtcTeve B 1 mn

Absence in 1 ml/ OtcytctBmne B 1 Mn

Absent / OTcyTcTByIOT

Absent / OtcyTcTByiOT

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 npenapata Bo NakoH TEMHOro
cTekna C HaBUMHYMBAEMOW MNONUNPONUIIEHOBOM
KPBILLKOW CO BCTPOEHHOW NUNETKOM U3 CTekna Tuna
3 (EBp. ®.) n 6pombyTunkayuyxa.

Mo 1 dnakoHy ¢ MHCTPYKUMEl no

NMPUMEHEHMIO B MAYKy KAPTOHHYIO.

Complies / CooTtBeTcTBYET

Labeling / MapkupoBka

According to Normative documentation. / B
COOTBETCTBMW C HOpMaTUBHOM
OOKyMeHTauuen.

Complies / CooTBETCTBYET
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SOFARIMEX

INDUSTRIA QUIMICA £ FARMACEUTICA, S.A,

FINISHED PRODUCT CERTIFICATE OF ANALYSIS

CEPTU®UKAT AHAJIN3A FOTOBOIO NPOAYKTA

PRODUCT / MPOAYKT: Nasivin Nasal Drops 0.025 % Russia / HaauBuH® kannu HasanbHble 0,025% Poccus /

ARTICLE CODE / BHYTPEHHWUM KO NPOAYKTA: 704531 BATCH Ne / NAPTUA Ne /: 45496
MANUFACTURE DATE: / QATA U3rOTOBNEHWUA: 11/2024 C.A/ CEPTUOUKAT AHAIU3A: 6067/24
ANALYTICAL PROC. N°: / MIPOTOKON AHATNN3A Ne: SRAS-9WACRYV.2 EXP. | CPOK FOQHOCTMW: 10/2027

ANALYTICAL REFERENCE / PEQEPEHTHbI UICTOUYHUK METOOOB AHAJIU3A: Normative documentation / HopwmaTtusHas
nokymentauuns N N012964/01-240523

CUSTOMER INTERNAL CODE / BHYTPEHHWUI KO NPOAYKTA KIMUEHTA: 81775838

API NAME, INN / HAUMEHOBAHUE ®APMALIEBTUYECKOW CYBECTAHLIUUN, MHH: Oxymetazoline Hydrochloride, INN:
Oxymetazoline / OkcumeTasonuHa ruapoxnopun, MHH: OkcumeTasonuH

API MANUFACTURER BATCH NUMBER / HOMEP CEPUX NPOU3BOAUTENA ®APMALIEBTUYMECKOW CYBCTAHLIUM:
23202119

FP MANUFACTURER APl BATCH NUMBER / HOMEP CEPUWA ®APMALIEBTUYECKOW CYBCTAHLUN MPOU3BOAUTENA
rNo: 24010263

API MANUFACTURER NAME / .
HAUMEHOBAHME NPOU3BOAUTENSA ®APMALIEBTUYECKOMN CYBCTAHLIUM: Siegfried PharmaChemikalien Minden GmbH /

3urchpua GapmaXemukanued Munaen MTbX

COUNTRY OF MANUFACTURE OF THE API / .
CTPAHA NPOU3BOOUTENA ®APMALIEBTUMECKOU CYECTAHLMWW: Germany / Fepmanus

TESTS SPECIFICATIONS RESULTS
Mokazarenun Cneuundonxauuu PesynbTaTthbl

Storage / XpaHenue: At temperature below 25°C. / MNpu Temnepatype He ebilwe 25°C.

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

REMARKS / MNpumevaHue:
The Product conforms to ND/
Mpoaykt cooteeTcTBYET TpeboBaHMAM HI1

BATCH REMARKS / Npumeyanue gnsa cepuu: s -—7

A

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 CBUAETENbLCTBYI0, YTO AaHHas napTva nposepeHa B
COOTBETCTBMM C paspelleHeM Ha MapkeTuHr M EBponeiickum pyKOBOACTBOM MO Haanexalien Npou3BOACTBEHHOM
npakTuKe AN nekapcTBeHHbIX NPOAYKTOB.

/
ANALIST / AHanuTuk: ] /i e
Debora Almeida DECISION / 3aknioveHue: ;4/ 4 J
DATE/flava:  12/12/ %75
M. Inés Ribeiro QUALIFIED PERSON / OTBeTCTBEHHOE JULIO:
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