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CERTIFICATE OF ANALYSIS

CEPTU®UKAT AHAJIM3A

Product : Allerway film-coated tablets 5 mg

TIpoayxT: Annepsaii TaGNETKH, NOKPHITHIE TIEHOUHON 06ONOUKOM, 5 Mr

Market / Puinok

: Russia / Poccus

Batch No. / . Batch Quantity / 1040300 tab /

Cepnst Ne 250802 Pazmep cepun " 1040300 ta6

Analytical Repovrt No./ . 890001811310 Date of Analysis / . 20/05/2025
AHaIuTHYECKH 0T9eT No Jata aHasinza

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

Jara npoussoacraa Toaen no

Mfg. License No. /

IIponsBoacrBenHan : 59/RR/AP/97/F/R MA number: / Homep PY : JIII-Ne(001333)~(PT-RU)
JHueH3nsa Ne

Analysis performed according ND No / Ananns nposegen no HJ[ Ne; JITI-Ne(001333)-(PI'-RU) dt. 15.11.23 /

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

Page 1 of 5/Crp.1u35

Ne Test / Iloka3zarenn

Result / Pe3ynbTaThl

Specification / Hopma

1 | Appearance/ Onucanue

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. / OBasnbHbIe
JIBOSIKOBBITIYKJIBIE TabneTky,
IOKPBITBIE TUJIEHOYHOHM 000noukoit
6enoro uBera, ¢ OJHOU CTOPOHBI
rnagkie, Ha Jpyroil  CTOpOHe
rpaBupoBka «R 5». Ha monepeunom
paspese sapo 6enoro HBeTa.

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 IBOSKOBBINYKIIbIE
TabNIETKH, TOKPBIThIE MJIEHOUHOH 06GONTOYKOM
feoro MM MoOYTH GENOro LBeTa, ¢ OHOIM
CTOPOHBl  TJIaJKHE, Ha JAPYrod CTOpOHE
rpasupoBka «R 5». Ha nomepeunom paspese
sApo oT 6e10ro 1o MouTH 6ey1oro UBeTa.

2 | Identification
Levocetirizine/
HpenTuduranns
JleBoueTnpusun

Complies as prescribed /
CooTBeTcTBYET TpeOOBaHHIM

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 yaepuBaHust
OCHOBHOTO  MNMKa Ha  XpoMaTorpamme
UCLIBLLYEMUL'U pacrBopd JMOJBKHU
COOTBETCTBOBATH  BPEMEHH  Y/IEP>KUBAHUS
OCHOBHOTO MHKa HA XpOMaTOrpaMMe pacTBopa
CTaHIApTHOro  o0Opasiia  NeBOUEeTHPU3NHA
auruapoxnopuaa (pazaen «KonuuecTBeHHOE
OTpenecHNE»).

3 | Average weight /
Cpennsia macca

135.01 mg/ 135,01 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 /

5 min/ 5 MuH

Not more than 15 min / He 6onee 15 muu

PacnapaemMocTth
Remarks : The Product confirms to ND/ Conclusion : APPROVED /
Ilpumeuanne: [Iponykt cootBeTcTBYeT TpeboBaHusm HJ| 3axniouenue: OJJOBPEHO

Y )

Prepared by / Checked by > Approved by: Manager@gﬁg@’f
IToxrorosieHo: l@ IMpoeepen Onobpeno: Menemxep / PykoroanTens
Date / Date / oS- 2025 Date/ - . i
Hara: Qurol ~20NS JaTa: 24 Iara: 2 o™ 24




Dr.Reddy’s ":'

CERTIFICATE OF ANALYSIS

CEPTUDOUKAT AHAJIU3A

[Product : Allerway film-coated tablets 5 mg
IMpoaykr: Annepssii TabaeTKH, MOKPLITHIE MAEHOYHON O6ONOUKOMH, 5 MI

Market / Peinox : Russia / Poccus

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

Cepus Ne ME2505362 Pasmep cepun * 1040300 Tab

Analytical Repovrt No./ - 890001811310 Date of Analysis / . 20/05/2025
AHanHTHYECKHI oTUyeT Ne Jara ananusa

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

JlaTa npousBoacrea T'open no

Mfg. License No. /

IIpon3BoxcTBeHHAS : 59/RR/AP/97/F/R MA number: / Homep PY : JITT-Ne(001333)-(PI'-RU)
anuensis Ne

JIII-Ne(001333)-(PI'-RU) or 15.11.23

Analysis performed according ND No / Ananns nposeaen no HJI Ne: JHI-Ne(001333)-(PI'-RU) dt. 15.11.23 /

Impurity C / Ilpumecs C

Impurity D / ITpumecs D

Impurity E / IIpumecs E

Not detected / He oOHapyxeHa

0.01%/0,01%

Below LOQ (LOQ=0.023 %) /
Huxe npenena KonMyecTBEHHOTO
orpenenenus (I1TKO = 0,023 %)

Page2 of 5/ Crp.2 n3 5
5 | Dissolution / PacTBopenne Unit-1/ Ta6n.-1 99 % | NLT 80% (Q) of label claim of levocetirizine
Unit2 / Tabn.2 97 % ;hhydrochlonde after 20 min. / He menee 80
o (Q) OT HOMHHANBHOTO COAEPXKAHUS
Unit-3 / Ta6n.-3 90 % JIEBOLETUPH3NHEA Jurujpoxiopuaa uepes 20
Unit-4 / Tabn.-4 94y | MM
Unit-5 / Tabn.-5 90 %
Unit-6 / Tabn.-6 97 %
6 | Related Substances / PogcTBeHHBI€ IpHMECH
Impurity A / ITpumecs A Not detected / ne oOHapyxeHa Not more than 0.4 % / He 6onee 0,4 %
Impurity B / [Tpumecs B 0.01%/0,01% Not more than 0.4 % / He 6onee 0,4 %

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

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

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

Remarks : The Product confirms to ND/
IIpumeuanue: [Ipoaykt coorBeTcTBYET TpeboBanusaM HJT

Conclusion : APPROVED /
3akmouenne: OJOBPEHO

Prepared by / Checked by | Approved by: Managmw
IToarorosieHo: Lg) [TposepeHo Onobpeto: Eeﬂeﬂmep;" YKOBOANTEb
Date / — Date / e er Date / & ~

Tara:  2uroSorS (oo DA S-2025 O Dy oy ey




Dr.Reddy’s “:‘

CERTIFICATE OF ANALYSIS

CEPTUDUKAT AHAJIU3A

Product : Allerway film-coated tablets 5 mg
IpoaykT: Anneppsii TabNETKH, NOKPBITLIE IEHOYHOHN 0GONOUKOH, 5 M

Market / Peinok : Russia / Poccust

Batch No. / ) Batch Quantity / 1040300 tab /

Cepust Ne s Pazmep cepnu 1040300 Tab

Analytical Repovrt No./ . 890001811310 Date of Analysis / . 20/05/2025
AHanuTn4ecknii oruet Ne JlaTa aHaauza

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

Jarta nponussoacrea Tonen no

Mfg. License No. /

ITpousBoacTBeHHasn : 59/RR/AP/97/F/R MA number: / Homep PY : JIII-Ne(001333)-(PT-RU)
JauueH3ust Ne

Analysis performed according ND No / Auaans nposeaen no HJI Ne: JINT-Ne(001333)-(PT-RU) dt. 15.11.23 /

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

Page3 of 5/Crp.3 35

Impurity F / I[Tpumecs F

Impurity RCT-3 / Ilpumecs
RCT-3

Any individual unidentified
impurity / Jlobas enuHUYHAsA
HEeUAECHTHULIMpOBaHHAS
npHMeECh

Below LOD (LOD = 0.014 %) /
Huxe npenena o6napyskenus (I1O =
0,014 %)

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

0.05% /0,05%

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

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

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 / Xnpaasnast Not detected / He oOHapyxeHa
AECIORS S-uzomep — He 6onee 1,5 %

8 | Loss on drying / Iloteps B 1.9 %/ 1,9 % Not more than 6.0 % / He 6oxee 6,0 %
Macce NpHU BbICYLIHBaHAH

9 | Microbiological purity*/ Mukpo6nosoruueckast Y4ucrora*

a) Total Aerobic Microbial
Count / Ob1iee 4ucIo
a’pOOHBIX MUKPOOPraHU3MOB

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

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

b) Total Combined Yeast and
moulds count / Obuiee 9uci1o
JPOMCKEBBIX U TIIECHEBBIX
rpubos

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/
IIpumeuanne: [Ipoaykt cooTBeTCTBYET TpeboBaHusm HJ

Conclusion : APPROVED /
3axmouenue: OJOBPEHO

/ P
Prepared by / Checked by ~Approved by: Managerw
IToarorosneHo: 4@, [TpoBepe Opnobpeno: I\n/!\euen}xep / PykoBoauTesb
%
Date / VL \U-OL oo | Date/ DLLO S 024 Date/ D o 2k
Jara: JHara: Jlara:




Dr.Reddy’s Q_’."

CERTIFICATE OF ANALYSIS

CEPTHU®UKAT AHAJIN3A

Product : Allerway film-coated tablets 5 mg
IpoaykT: AnnepBait TabieTKH, MOKPHITHIE MIEHOYHOH 060JI0UKOM, 5 Mr

Market / Poraox : Russia / Poccus

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

Cepusi Ne pEciees Pasmep cepun * 1040300 Ta6

Analytical Repovrt No./ . 890001811310 Date of Analysis / . 20/05/2025
AHaauTH4Yeckuii oT4eT Ne JlaTta anaan3za

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

JlaTa npousBoacTBa TI'oaen g0

Mfg. License No. /

Ipoussoncreennas : 59/RR/AP/97/F/IR MA number: / Homep PY : JIII-Ne(001333)-(PT'-RU)
JHUEH3usT No

Analysis performed according ND No / Anaaus nposeaen mo HJ Ne: JITT-Ne(001333)-(PT'-RU) dt. 15.11.23 /

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

Page4 of S/ Crp.4m3 5

¢) Escherichia Coli

Absent in 1 gram /
OtcytctByeTB 1 T

Shall be absent in 1 gram /
OrcytcTBHe B 1 1

onpeaejIcHue

10 | Uniformity of dosage units / 4.0/4,0 Acceptance value (AV) should not be more

OIHOpPOAHOCTH JO3UPOBAHHSA than 15.0./ Tloxazatenp npuemiemoctu (AV)
JoJoKeH ObITh He Oostee 15,0.

11 | Assay / KosnuecTBeHHOE 4.97 mg/ 4,97 mr Between 4.75 mg and 525 mg of

levocetirizine dihydrochloride per tablet. /
Or 4,75 Mr po 5,25 Mr neBoleTHpH3UHA
JUTHIPOXJIOpUAa B TabJIETKE.

12 | Packaging / YnakoBka

10 tablets in a (PVC/AI/PVC) foil /
aluminum foil blister. 1 blister with
patient information leaflet in a
carton pack. / Ilo 10 Tabnerok B
6nucrep u3 (ITA/AJI/TIBX) ¢oneru
/ amomunueBoii Qonbru. Ilo 1
OcTepY BMECTe ¢ HHCTPYKIMEH mo
MpUMEHEHUIO (muctrom-
BRJAJBIIICM) B [AYKY KAPTOHHYIO.

7 or 10tablets in a (PVC/AI/PVC) foil /
aluminum foil blister. 1, 2 or 3 blisters with
patient information leaflet in a carton pack.

/ Mo 7 nma 10 Tabnetok B Onmucrep U3
(ITA/AJI/TIBX)  donsru / amoMUHHEBOM
doneru. Tlo 1, 2 wim 3 GamMcrepa BMecTe C
MHCTPYKLUMEH MO TNpPUMEHEHHIO (JIHCTKOM-
BKJIA/IBIIIEM) 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.
* [IpoBoAUTCS MPOU3BOAUTEIIEM MPH BBIMYCKE NEPUOANYECKH (C MHTEPBAIOM ONHO UCTIbITaHue Ha 10 cepuil unm He MeHee

1 pa3a B ron).

Iloka3zarens MOXeET ObITh HE BKIIOUEH B cepTHU(HKAT aHANNn3a GUPMBIL.

Remarks : The Product confirms to ND/

Conclusion : APPROVED /

Ilpumeuanne: [IpoaykT cooTBeTCTRYET TpeHoBaHmsaM HJJ « | 3akmouenne: OJIOBPEHO

Prepared by / Checked by 2 " Approved by: Manager{(ﬁxecutiv@f
[MoarorosneHo: Lg) ITposepeHo OnobpeHo: ﬁeﬂem{cep / PyKOBOAHTEND
Date / LUWrOC-200 Date / %%A o2« Date/ N WroX+ 220

JlaTa: JlaTa: Jara:
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Dr. Reddy’s ‘.0. CERTIFICATE OF ANALYSIS

CEPTH®HUKAT AHAJIM3A

Product : Allerway film-coated tablets 5 mg
IMpoayxT: Anneps3i TabaeTKH, MOKPHITHIE MIEHOYHOH 0G0M0UKOI, 5 MT
Market / Priox : Russia / Poccust
Batch No. / Batch Quantity / 1040300 tab /

: C2 H
Cepus Ne 2503332 Pasmep cepun 1040300 Tab
Analytical Report No. / . Date of Analysis /
AHANTUTHYECKHH oTueT No g U Jara anasuza 5 20005200
Date of Manufacture / . Date of Expiry /
Jlata npoussoxcTsa : 03/04/2025 Tomen 10 : 31/03/2028
Mfg. License No. /
IpousBoacTBeHHAn : 59/RR/AP/97/F/R MA number: / Homep PY : JIN-Ne(001333)-(PT-RU)
JHUEeH3NA Ne
Analysis performed according ND No / Ananu3 nposeaen no HJI Ne: JITI-Ne(001333)-(PI'-RU) dt. 15.11.23 /
JIIT-Ne(001333)-(PI'-RU) or 15.11.23

PageSof 5/ Crp.5u3 5

API name / Haumenoanne ADC: Levocetirizine dihydrochloride / JIesonietrpusina nuruApoxaopus
INN / MHH: Levocetirizine / JleBoLIeTHPKU3NH
API fact batch b

manufacturer batch number / ACSH000101

Homep cepuu npoussoantens ADC:
FP Manufacturer API Batch number /

Howmep cepun cydcTanunn FCSA00117
npouspoauteas I'JID:

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

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

Name, address, authorization No for 1 e

FP manufacturing site / Control site / Village, Bachupally Mandal, M'ec?c‘hal Malkaj giri District, Bachupally (V),
Bachupally (M), Medchal-Malkajgiri (Distr.), Telangana State, India (License

g::;ilzl;jl:{ne ajpec U HOMep R R

JE—— n.rlou,lamm Yuactox Ne 41, (TIpouzBoacteennoe noapasaenetue-1Il), bauynasu

ocymecTamOmEi i Bunnamx, bauynaniu Mangan, Megyan Mankamkriupu JHCTPUKT,
bauynamnu (B), bauynannu (M), Menuan-Mankamxrupu (1), wtar

NpPOU3BOACTBO/KOHTPOIL Tenanrana, Mugus (JInnensus Ne 59/RR/AP/97/F/R )

KayecTBa/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.

3akJroueHie 0 COOTBETCTBUM: «HacTosmum s MoATBEP X 1al0, YTO NpHBEJCHHAs Bhllle HHGOpMaLMs ABASETCS AOCTOBEPHOH
U TOYHOM. DTa cepus MPOAYKUHH MPou3BeaeHa (BKIoYas ynakoBky (MapKHpOBKY) M KOHTPOJIb KAYECTBA) Ha BbILIEYKa3aHHON
TPOU3BOACTBEHHON mowmaake (MolaaKax) B TMOJHOM COOTBETCTBUM C TpeboBaHusiMu [lpaBun Haasexalleh
npousoacTBeHHOM mpakTukd (NeGMP-01887/21/IN ot 28 ampens 2021) u TpeboBaHUSMH KOHTPOJS KayecTBa
JIeKapCTBEHHbBIX CPELCTB, & TAKXXE B COOTBETCTBUM CO cHeUu(HKALMAMH, COOECPXKALUIMMHCA B PErMCTPAllMOHHOM [IOCHE
CTpaHbl-UMNOpTEpPa. 3amHCH TIO MPOHM3BOACTBY, YMAKOBKE W AaHANM3Y IPOBEPEHBI, W YCTAaHOBJIEHO HX COOTBETCTBUE
TpeGoBanusm [IpaBin Hagnexaieli Npou3BOICTBEHHO NMPaKTHKH.

Remarks : The Product confirms to ND/ Conclusion : APPROVED /

IIpumeuanne: [Tpoaykt cooTBeTCcTBYET TpeboBaHusam HJI . Zakmouenne: OJOBPEHO
P )

Prepared by / Checked by -Approved by: Mana ge@f
Iloarorosneno: L@ [Tposepen OnobpeHo: i\geﬂemxep/ PykoBoanTeb

7,

Date / LuroS-2-00C Date / DU4S~ D 2P pDate/ i N o 2a26

Jara: Jara: Jlata:




