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CERTIFICATE OF ANALYSIS

CEPTUDUKAT AHAJIM3A

Product : Allerway film-coated tablets 5 mg
MpoaykT: Anjepedii TabNeTKH, IOKPHITHIE MICHOYHOT 0BOI0YKOM, 5 MT

Market / PuiHok

: Russia / Poccus

Batch No. / . Batch Quantity / . 1040300 tab /

Cepus Ne + €2505333 Pazmep cepuu " 1040300 Ta6

Analytical Repourt No./ : 890001812552 Date of Analysis / . 26/05/2025
AHasiuTHYecKkHii oTyeT Ne JaTa anaansa

Date of Manufacture / + 03/04/2025 Date of Expiry / . 31/03/2028

JlaTa nponsBoacTea TI'ogen go

Mfg. License No. /

IIpousBoacTBeHHast : 59/RR/AP/97/E/R MA number: / Homep PY : JIII-Ne(001333)-(PI'-RU)
JuueH3ns Ne

Analysis performed according ND No / Auann3 nposegen no HJI Ne: JITT-Ne(001333)-(PI'-RU) dt. 15.11.23 /

JITI-Ne(001333)-(PI'-RU) ot 15.11.23

Page1 of S/Crp.1u35

Ne Test / Iloka3zaTens

Result / Pe3yabTaTsl

Specification / Hopma

1 | Appearance/ Onucanne

Oval, biconvex, white film-coated
tablets, plain on one side and with "R
5" debossed on the other side. White
core on a cross section. / OBajnbHbIE
JBOSIKOBBIITYKJIBIE TabneTkwy,
HOKPBITBIE TJIEHOYHOH 000JIOUKO
Oenoro uBeta, ¢ OAHONH CTOPOHBI
Tjagkue, Ha  JpYroid  CTOpoOHE
rpasupoBka «R 5». Ha nonepeuHom
paspese sapo Oeoro UBeTa.

Oval, biconvex, white to off-white, film-coated
tablets plain on one side and engraved with “R
5” on the other side. White to off-white core on
a cross-section. / OBasbHble TBOSKOBBITYKIIBIE
TabJeTKH, MOKPBIThIE IUICHOYHON 000JOUKOMH
Genoro unu moYTH Genoro uBeTa, ¢ OAHOM
CTOPOHBI T[NIaJKHe, Ha JApyroit cTopoHe
rpaBupoBka «R 5». Ha monepeuHom paspese
PO OT OeNoro 0 Mo4TH 6eNoro LBeTa.

2 | Identification
Levocetirizine/
Npentudukanus
JleBOUETHPH3HH

Complies as prescribed /
CooTBETCTBYET TPEOOBAaHUAM

The retention time of the main peak in the
chromatogram of test solution should comply
with the retention time of the main peak in the
chromatogram of levocetirizine
dihydrochloride reference standard solution
(section “Assay”). / Bpems ynepxuBaHus
OCHOBHOTO  MNHKa HAa  XPOMATorpamme
HCIIBITYEMOrO pactBopa JIOJKHO
COOTBETCTBOBATb  BPEMEHH  YACPXKMBaHHS
OCHOBHOTO MKMKAa Ha XpOMaTorpaMMme pacTBopa
CTaHAapTHOro  obpa3ua  JEeBOLETHPU3KHA
qurupapoxnopuga (pazaen «KonuuecTseHHOE
OTIPEJIENICHUE).

3 | Average weight /
Cpennssi macca

134.79 mg / 134,79 mr

133.25 mg + 4% (between 127.92 and 138.58

mg) /
133,25 Mr =4 % (ot 127,92 no 138,58 mr)

4 | Disintegration /
PacmagaemocTh

6 min/ 6 MAH

Not more than 15 min / He 6onee 15 Mun

Remarks : The Product confirms to ND/
Ipumeuanwue: [Ipoaykt cooTeTcTBYeT Tpebopanusm HI

Conclusion : APPROVED /
3akntouenue: OJJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /

IMoarotoBneHo: ]'Iposepw@-./ Onobpeno: Menenxep / Pykosonurens
e ———— =,

Date / Date / Date / v Dl Lo -
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CERTIFICATE OF ANALYSIS

CEPTU®UKAT AHAJIM3A

Product : Allerway film-coated tablets 5 mg

[Mpoayxr: Annepeaii TabNeTky, HOKPBITHIE TUIEHOYHOH 060J104KOi, 5 MT

Market / Poinox : Russia / Poccus

Batch No. / . Batch Quantity / . 1040300 tab /

Cepust Ne e Pazmep cepun " 1040300 Ta6

Analytical Repovrt No./ . 890001812552 Date of Analysis / . 26/05/2025
AHaauTH4yecknii oT4yeT Ne Jarta ananusza

Date of Manufacture / . 03/04/2025 Date of Expiry / . 31/03/2028

Jarta npou3BoacTsa TogeH no

Mfg. License No. /

IpoussoacrBeHHas : 59/RR/AP/97/F/R MA number: / Homep PY : JIII-Ne(001333)-(PT'-RU)
JIHUueH3us Ne

Analysis performed according ND No / Auaun3 nposeaen no HI Ne: JIII-Ne(001333)-(PT-RU) dt. 15.11.23 /

JITI-Ne(001333)-(PT-RU) ot 15.11.23

Page2 of S/ Crp.2 u3 5

5 | Dissolution / PacTBopenue Unit-1/ Ta6n.-1 98 % | NLT 80% (Q) of label claim of levocetirizine
Unit2 ] Tabin.2 100 % zhhydrochlonde after 20 min. / He menee 80
% (Q) OT HOMHHAJILHOTO COMEPKAHUS
Unit-3 / Tabn.-3 99 % JIEBOLICTUPU3HHA AMTHApoxyopraa uepes 20
Unit-4 / Tabn.-4 8% |
Unit-5 / Tabn.-5 97 %
Unit-6 / Tabn.-6 99 %

6 | Related Substances / PoapcTBenHbIe npuMecn

Impurity A / TIpumecs A

Impurity B / Ilpumecs B

Impurity C / Ipumecs C

Impurity D / TTpumecs D

Impurity E / [Tpumecs E

Not detected / He oGHapyxeHa

0.01%/0,01%

Not detected / He oOHapyxeHa

0.01%/0,01%

Below LOQ (LOQ = 0.023 %) /
Hwxe npenena KonuyeCTBEHHOTO
onpenenerus (ITKO = 0,023 %)

Not more than 0.4 % / He 6onee 0,4 %

Not more than 0.4 % / He 6oiee 0,4 %

Not more than 0.4 % / He 6onee 0,4 %

Not more than 0.4 % / He 6onee 0,4 %

Not more than 0.4 % / He 6oiee 0,4 %

Remarks : The Product confirms to ND/
Hpumeuanne: [Ipoaykt cooTBeTcTBYeT TpeboBanusam HJJ

Conclusion : APPROVED /
3akmouenue: OJJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
TloarotosneHo: ) HpOBepeH@ Ono6peno: Menemxkep / PykoBoantens
& - P
Date / Date / Date / c—m2S$
— =)
JHara: 2 g oS ~ors Iara: 2505 ~2025 | Hata: 28
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CERTIFICATE OF ANALYSIS

CEPTHOUKAT AHAJIM3A

Product : Allerway film-coated tablets 5 mg

TpoayxT: Annepsait TAGNETKH, MOKPLIThIE MIEHOUHOH 060I0UKOM, 5 MT

Market / Poinox : Russia / Poccus

Batch No. / - Batch Quantity / . 1040300 tab /
Cepusi N + €2505333 Pasmep cepun " 1040300 Ta6
Analytical Repovrt No./ . 890001812552 Date of Analysis / . 26/05/2025
AvanuTnyeckuii oTuer Ne Harta anamnsa

Date of Manufacture / . 03/04/2025 Date of Expiry / . 31/03/2028
JlaTa npou3BoaAcTBa TogeH Ao

Mfg. License No. /
IIpousBoacTeeHHas
JnueH3nsd Ne

: 59/RR/AP/97/F/R

MA number: / Homep PY :

JHII-Ne(001333)-(PI'-RU)

Analysis performed according ND No / Ananus nposeaen no HJ{ Ne: JITI-Ne(001333)-(PI'-RU) dt. 15.11.23 /

JIII-Ne(001333)-(PT-RU) ot 15.11.23

Page3 of 5/Crp.3 u35

Impurity F / [Tpumecs F

Impurity RCT-3 / Ilpumecs
RCT-3

Any individual unidentified
impurity / Jlrobas eguHuYHas
HEeUAECHTUGHLHPOBaHHASR
npuMech

Below LOD (LOD = 0.014 %) /
Hmxe npenena obuapyxenus (I1O =
0,014 %)

0.05% /0,05%

Below BDL (BDL= 0.05 %) / Huxe
nopora peructpauuu (ITP =0,05 %)

Not more than 0.4 % / He 6onee 0,4 %

Not more than 0.30 % / He 6oxee 0,30 %

Not more than 0.2 % / He 6onee 0,2 %

Total impurities /
Cymma npumeceit

0.1 %/0,1%

Not more than 1.5 % / He 6onee 1,5 %

S-isomer — not more than 1.5% /

7 | Chiral purity / XupaasHas Not detected / He obHapyxeHa
querora S-uzomep — He 6onee 1,5 %

8 | Loss on drying / Iloteps B 22%/2,2% Not more than 6.0 % / He 6onee 6,0 %
mMacce IPHU BBICYIIHBAHUH

9 | Microbiological purity*/ Mukpo6unosgorunieckasi 4ucrora*

a) Total Aerobic Microbial
Count / O6uee uucno
a3pOOHBIX MUKPOOPraHU3MOB

Less than 10 CFU/g/
Meuee 10 KOE/r

Not more than 10° CFU/g /
He 6onee 10° KOE/r

b) Total Combined Yeast and
moulds count / O01uee yucno
JPOKKEBBIX U MJIECHEBBIX
rpudoB

Less than 10 CFU/g/
Menee 10 KOE/r

Not more than 10* CFU/g/
He 6onee 10 KOE/r

Remarks : The Product confirms to ND/
ITpumeuanue: [Ipoaykt cootBeTcTBYET TpeboBanusim HJT

Conclusion : APPROVED /
3axmouenne: OJJOBPEHO

Prepared by / ) Checked by / Approved by: Manager/Executive /
IoarorosneHo: @ ﬂpoaepen _—A Onobpeno: Menemxep / PykoBoaurens

— = -
Date / Date / Date / O 2T
Hara: 28 08~ L5 | Hara: 2505 ~op25 | Nara: o8&
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Dr.Red dy S ‘,0 CERTIFICATE OF ANALYSIS
- CEPTU®UKAT AHAJIN3A

Product : Allerway film-coated tablets 5 mg
IMpoaykT: Annepsaii TaGIETKH, MOKPLITHIE MIEHOYHOH 060NOUKOMH, 5 MI

Market / PeiHok : Russia / Poccus

Batch No. / ) Batch Quantity / . 1040300 tab /

Cepus No BeR0oe Pasmep cepun 1040300 Tab

Analytical Repovrt No./ : 890001812552 Date of Analysis / . 26/05/2025
AunanuTnyecknii oryer Ne Jdata anaansa

Date of Manufacture / . 03/04/2025 Date of Expiry / . 31/03/2028

JlaTa nponsBoacTsa Togen xo

Mfg. License No. /

IIpouseoacTBenHas : 59/RR/AP/97/F/R MA number: / Homep PY : JIII-Ne(001333)-(PI'-RU)
JuueHsus Ne

Analysis performed according ND No / Anaaus nposeaen no HJI Ne: JITT-Ne(001333)-(PT-RU) dt. 15.11.23 /
JITI-Ne(001333)-(PT-RU) ot 15.11.23

Page4 of 5/ Ctp.4u3 5

¢) Escherichia Coli Absent in 1 gram / Shall be absent in 1 gram /
OrcyrctByerB 1T OtcytctBHe B 1 1
10 | Uniformity of dosage units / 5.1/5,1 Acceptance value (AV) should not be more
OaHOPOAHOCTD 103UPOBAHUS than 15.0./ Tloxazatens npremiemoctu (AV)
JnoykeH ObITh He Gonee 15,0.
11 | Assay / KontnyecTBeHHoe 4.93 mg/ 4,93 mr Between 475 mg and 525 mg of
onpejeneHne levocetirizine dihydrochloride per tablet. /

Ot 4,75 Mr go 5,25 Mr neBouUEeTHPU3UHA
JUTUAPOXJIOpUAA B TablieTKe.

12 | Packaging / YnakoBka 10 tablets in a (PVC/AI/PVC) foil /| 7 or 10 tablets in a (PVC/AI/PVC) foil /
aluminum foil blister. 1 blister with | aluminum foil blister. 1, 2 or 3 blisters with
patient information leaflet in a | patient information leaflet in a carton pack.
carton pack. / I[To 10 tabnetok B |/ Ilo 7 unn 10 Ttabnetox B Gnucrep u3
omcrep n3 (ITA/AJI/TIBX) donbru | (TA/AJI/TIBX)  ¢onsry  /  amlOMHHMEBOMH
/  amomunueBodt doneru. Mo 1| ¢omsru. Ilo 1, 2 umu 3 Gnucrepa BMecTe ¢
OyicTepy BMECTE C MHCTPYKIMEH 110 | MHCTPYKIIMEH [0 TNpUMeHeHHIO (JTHCTKOM-
IpUMEHEHHIO (JTMCTKOM- | BKJIQJIBIIIEM) B MAYKY KAPTOHHYIO,
BKJIA/IbILIEM) B MAYKY KAPTOHHYIO.

* It is carried out by the manufacturer at release periodically (with an interval of one test for 10 series or at least 1 time per

year).
The indicator may not be included in the firm's certificate of analysis.
Yy
* [IpoBoauTcs MPOM3BOAUTEINIEM TIPU BBIYCKE MEPHOANYECKH (C MHTEPBAIOM OJHO KCMbITaHue Ha 10 cepuil UM HE MeHee

1 paza B ron).

ITokazaTenp MOXkeT ObITh HE BKJIIOUEH B cepTH(UKAT aHani3a GUpMbl.
API name / HaumenoBanue A®C: Levocetirizine dihydrochloride / JleBoueTHpu3HHa JUTHAPOXJIOPH]
INN / MHH: Levocetirizine / JIeBOLETUPU3UH
API manufacturer batch number / ACSHO000101 & ACSH000129
Howmep cepun nponssoantens ADC:
Remarks : The Product confirms to ND/ Conclusion : APPROVED /
IIpumeuanne: Ilpoaykt coorBercTByeT TpebosaHusam HJI 3akmovenne: ONOBPEHO
Prepared by / v Checked by / Approved by: Manager/Executive /
Ioarorosnexo: é\)/ IlposepeHo, /\_p Onobpeno: Menemxkep / PykoBoauresns
Date / Date / Date / &

— 2rT
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Dr.Reddy’s q.O. CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHAJIN3A

{

Product : Allerway film-coated tablets 5 mg
IMpoaykT: Annepsait TabneTkH, MOKPHITHIE NIIEHOYHON 060I0UKOM, 5 MT

Market / Poinok : Russia / Poccus

Batch No. / . Batch Quantity / . 1040300 tab /

Cepust Ne + €2505333 Pasmep cepuu © 1040300 Tab

Analytical Repo“rt No./ . 890001812552 Date of Analysis / . 26/05/2025
AHaanTudecknii oryer Ne JlaTta aHaauza

Date of Manufacture / . 03/04/2025 Date of Expiry / . 31/03/2028

JaTa mpousBoacTea Tonen go

Mfg. License No. /

IIpoH3BoaCTBEHHAN : 59/RR/AP/97/F/IR MA number: / Homep PY : JIII-Ne(001333)-(PT-RU)
JHIeH3ns Ne

Analysis performed according ND No / Anann3 nposeaen no H Ne: JITI-Ne(001333)-(PI'-RU) dt. 15.11.23 /
JITI-Ne(001333)-(PT-RU) ot 15.11.23

PageSof 5/ Crp.5u3 5

FP Manufacturer API Batch number /

Homep cepuu cyGcTanumuu FCSA00117 & FCSA00118
npou3Boaures I'JID:

API Manufactured by & country / Dr. Reddy's Laboratories Ltd., India /
IIpouzsoautear ADC, crpana: I-p Penau’c Jlaboparopuc Jita., Unans

. Survey Ne41, (Formulations Technical Operations - Unit-III), Bachupally

Name, address, authorization No for Vil Bachupally Mandal. Medchal Malkaieiri District. Bachupally (V

FP manufacturing site / Control site / B R oy S EENaJEI ISEE aeaEns y‘( ),
Bachupally (M), Medchal-Malkajgiri (Distr.), Telangana State, India (License

Releaselsicey No S9/RR/AP/97/F/R)

Hamnmenosanue, ajipec u Homep VYuyacrok Ne 41, (ITponzBoacteenHoe moapazaenenue-III), bauynanmm
JTHLIEH3HH TTOIMA/IKH, Bunnamx, bauynannu Maunaan, Meauan Mankamkrupu JucTpukT,

OCYTFCTBIRIO LT bauynammu (B), bauynanmu (M), Meguan-Mankamxrupu (1), wrrar

[DOMSEORCHE0/KONEROTS Tenanrana, Uuans (JIuuensus Ne 59/RR/AP/97/F/R )

KadecTBa/BoInyck I'JID /

Declaration of certification: «I hereby certify that the above information is authentic and accurate. This batch of product has
been manufactured, including packaging/labeling and quality control at the above mentioned site(s) in full compliance with
the GMP requirements (No. GMP-01887/21/IN dt. 28 April 2021) and requirements to the medicinal quality and with the
specifications in the Marketing Authorization dossier of the importing country. Production, packaging and testing records are
verified and their compliance with Good Manufacturing Practice.

3akiIoueHne 0 COOTBETCTBUM: «HacTOAIMM 5 TIOATBEPXKIAl0, YTO MPUBEACHHAS BhILIe HHpOpMAaLUs SBIAETCA JOCTOBEPHOMH
¥ TOUHOM. DTa cepus NPOAYKIMH NPOU3BeaeHa (BKIIFOUast yakoBKy (MapKMpPOBKY) U KOHTPOJIb KAYECTBA) Ha BblLIECYKA3aHHOH
NPOU3BOJACTBEHHON ruiomanke (MJowWaaKax) B MOJHOM COOTBETCTBUM ¢ TpeboBaHusMu IlpaBui Hajnexaiueh
nponsBoAcTBeHHONH mnpakTku (NeGMP-01887/21/IN ot 28 ampenss 2021) u TpeGOBaHUAMM KOHTPONS KauecTBa
JIEKAPCTBEHHEBIX CPEJCTB, 4 TAaK)Ke€ B COOTBETCTBUM CO CMeUU(PHKALMAMH, COACPIKAIIMMHUCS B PETMCTPALMOHHOM JOCHE
CTpaHbI-UMIOpTEpa. 3aMHUcK MO NPOW3BOJACTBY, YIAKOBKE M aHANN3Y MPOBEPEHbl, U YCTAHOBJIIEHO MX COOTBETCTBUE
TpeGosauuam [Ipasun Haaexaimel NPOU3BOACTBEHHON MPAKTUKH.

Remarks : The Product confirms to ND/ Conclusion : APPROVED /
Ipumeuanne: [Ipoaykt cooTBeTcTBYET TpeboBaHusM H]L 3axuouenune: OJOBPEHO

Prepared by / Checked by Approved by: Manager/Executive /
IMoarorosneno: @ IMposepen : Onobpeno: Meunemxep / PykoBoaurens
Date / Date / Date / SRl S
Jara: 28 oS 2025 | fara: 9% 0OS5~2p2% | lara: 2 LoL—72




