Dr.Reddy’s ":‘

CERTIFICATE OF ANALYSIS

CEPTUDHUKAT AHAJIM3A

Product : Allerway film-coated tablets 5 mg
IlpoaykT: Aniepssi TabieTky, NOKPHITIE MIEHOUHOH 060JI0UKOH, 5 MI

Market / Poinok

: Russia / Poccus

Batch No. / _ Batch Quantity / 1040300 tab /

Cepus Ne " AL ~ |Pa3mep cepun " 1040300 Tab -

Analytical Repo:’t No./ . 890001715396 Date of Analysis / . 31/01/2024

AnaauTnyecknii otuer Ne Jara ananunsza - ]
Date of Manufacture / . 01/12/2023 Date of Expiry / . 30/11/2026

JaTa npou3BoaAcTBA e |T'onen no B

Mfg. License No. /

IIpon3BoacTBeHnast : 59/RR/AP/97/F/R MA number: / Homep PY : JIII-Ne(001333)-(PT-RU)

aunuensns Ne

Analysis performed according ND No / Ananns npoBeaen no HJ{ Ne: JINI-Ne(001333)-(PT-RU) dt. 15.11.23 /

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

Page1 of 5/Crp. 1 w35

Ne Test / Ilokaszareinnb

Result / Pe3yabTaTsl

1 | Appearance / Onucanue

Specification / Hopma

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. / OBanbHbie
JIBOSIKOBBITTYKJIBIC TabneTky,
TOKpbITBIE TNeHOUYHOH 060104KOMH
fenoro 1Beta, ¢ OJHOU CTOPOHBI
rmajikue, Ha JIpyroii  cropoHe
rpaBupoBka «R 5». Ha nonepeuHom
paszpese sjipo 6enoro upBera.

2 | Identification
Levocetirizine/
Hnentudpukanus
Jleponernpusuu

3 Averag_e weight /
Cpeansisi macca

Complies as prescribed /
CooTBETCTBYET TpebOBaHUAM

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. / OBallbHbIE ABOSIKOBLINYKJblE
TabJIeTKH, MOKPBIThIE MJIEHOUYHON 00010uK0H
Genoro unu noutu 6enoro uUBera, ¢ OAHOM
CTOpOHBI TNajikue, Ha Jpyroli CTOpoHE
rpaBupoBka «R 5». Ha nonepeunom paspese
SO OT 6enoro 10 Mo4TH 6ENoro 1BeTa.

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 ynepxmnBaHus
OCHOBHOrO  THUKa Ha  XpomarorpaMmme
WCIBITYEMOTO pacTBopa JOMXKHO
COOTBETCTBOBATbL  BPEMEHH  YAepiKUBaHUs
OCHOBHOTI'O NMKa Ha XpoMaTorpaMme pacTBopa
cTaHaaptHoro ofpasna  J€BOLETHPHU3MHA
qurnapoxyopuna (paspen «KonuuecTBeHHOe
ONpeaeNCHUEN).

133.82 mg / 133,82 mr

4 | Disintegration /
Pacnagaemoctnb

4 min/ 4 MuH

1 133.25 mg + 4% (between 127.92 and 138.58

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

“Not more than 15 min / He 6onee 15 MuH

Remarks : The Product confirms to ND/
Hpumeuanne: [IpoaykT coorBercTBYET TpeboBaHusm HJI

Conclusion : APPROVED /
3akmouenne: OJJOBPEHO

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

[Toarotosnexo: M IIposepeno: l{@ Opobpeno: Menenxep / PykoBoauTesb
y

Date / _0%M Date / LY Date / I T

JHara: il JlaTta: “3 r-of Jara: ™




Dr.Reddy’s ":'

CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHAJIN3A

Pl'oducmllerway film-coated tablets 5

mg

M ponyxT: Annepraii TabAeTk, NOKPbITbIE MIEHOYHON 00010uKOil, 5 Mr

Market / Poinok

: Russia / Poccus

Batch No. / ' |Bateh Quantity / 1040300 tab / B
Cepusn Ne © 2400345 - Pasmep cepnn ' 1040300 Tab -

Analytical Repovrt No. / . 890001715396 Date of Analysis / . 31/01/2024

AHasuTHYecKuii oTyer Ne " JaTa ananusa -

Date of Manufacture / . 01/12/2023 Date of Expiry / . 30/11/2026

JaTa npon3BoacTea T'open no

Mfg. License No. /

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

JuueH3ua Ne

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

Analysis performed according ND No / Ananns nposegen no HJ{ Ne: JITI-Ne(001333)-(PT-RU) dt. 15.11.23 /

Dissolution / PacTBopenne

Impurity A / TIpumech A

Impurity B / Ilpumecs B

Page 2 of 5/ Crp. 2 m3 5

Unit-1 / Ta6.-1 97 %

~ Unit-2/ Tabn.-2 92 %
Unit-3 / Tabn.-3 95 %
Unit-4 / Ta6n.-4 97 %
Unit-5 / Ta61.-5 94 %
Unit-6/Ta6n.-6 | 93% |

NLT 80% (Q) of label claim of levocetirizine
dihydrochloride after 20 min. / He menee 80
% (Q) 0T HOMUHANLHOI'O  COAEpPMAHMUS
JCBOLETHPU3NHA AMTUApOXJIOpuaa yepes 20
MUH.

Related Substances / PopcTBenHble npuMecy

Not detected / He o6HapyskeHa

0.02%/0,02%

Impurity C / Ilpumecs C

Impurity D / TIpumech D

Impurity E / TIpumecs E

Not more than 0.4 % / He 6onee O,AI %

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

Not detected / He oOHapyxeHa

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

Not detected / He obHapyxena

Not more than 0.4 % / He Gonee 0,4 %

0.04%/0,04%

Impurity F / Tlpumecs F

Impurity RCT-3 / Tlpumecs |
RCT-3

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

Below LOQ (LOQ =0.047 %) /
Hwxe npenena KonuuecTBEHHOr0
onpenenenns (ITKO = 0,047 %)

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

0.08%/0,08%

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

Remarks : The Product confirms to ND/
N pumeuanne: [Tpoaykt coorBeTcTBYET TpeboBanusMm HJI

Conclusion : APPROVED /
3akmouenne: OJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
pp
TToarorossieHo: Ilposepeno: @ OnoGpeHo: Menekep / PykosoanTens
M S~
Date / U)o ) MY Date / 3\ A0 Ly Date / 3\ 1 AL,
JHara: Jlara: JlaTa:




Dr.Reddy’s ":'.

CERTIFICATE OF ANALYSIS

CEPTU®UKAT AHAJIN3A

Product : Allerway film-coated tablets 5 mg
M poayicr: Anstepraii TabneTkH, NOKPLITHIE TUIEHOYHOH 000A0HKOi, 5 MT

Market / Poinok

: Russia / Poccus

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

Cepus Ne + €2400345 Pa3smep cepun " 1040300 Ta6 B

Analytical Repourt No./ . 890001715396 Date of Analysis / . 31/01/2024

Ananurnuecknii oruer Ne JdaTa aHannza o |
Date of Manufacture / . 01/12/2023 Date of Expiry / . 30/11/2026

JlaTa npousBoicTBa T'open po

Mfg. License No. /

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

Jnuen3ns Ne

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

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

Any individual unidentified
impurity / Jlrobasg eaunuuHas
HeHACHTHUIIMPOBaHHAS
npUMech

Below BDL (BDL=0.05 %)/
Huxe nopora peructpaunu (I1P
=0,05%)

“Total impurities /
Cymma npumeceit

Page3of S/ Crp.3 w3z 5

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

0.1 %/0,1%

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

7 | Chiral purity / Xupanbnas
YHCTOTA

Below LOD (LOD =0.0138 %) /
Huxe npenena obHapyxenuns (I1O =
0,0138 %)

S-isomer — not more than 1.5% /

S-uzomep — ne 6onee 1,5 %

8 | Loss on drying / Iloteps B
macce NIPH BbICYLIHBAHHHU

2.9 %/2,9%

9 | Microbiological purity?*/ Muxpoﬁnonomqe—c;aﬂ yucToTa*

a) Total Aerobic Microbial
Count / Ob1iee uncno
a’pOOHBIX MUKPOOPTaHU3MOB

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

Not more than 6.0 % / He 6osee 6,0 %

[ Not more than 10° CFU/g /

He Gonee 10° KOE/r

Remarks : The Product confirms to ND/
Ilpumeuanue: [Ipoaykt coorBeTcTBYET TpeboBaHusam H/J

Conclusion : APPROVED/
3axaouenne: OAOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
IToprorosnexo: M IIpoBepeHo: b@ Ono6peno: Menemxep / PykoBoauTenb
Date / M Date / V73 Date / =y

Jara: d)-ol Jara: 3 Y t Jlara: Ry




Dr.Reddy

s ‘:'

CERTIFICATE OF ANALYSIS

CEPTHOUKAT AHAJIU3A

Product : Allerway film-coated tablets 5 mg
HpoayrT: AutliepBai TabNETKH, TTOKPbITHIC TLIEHOUHOH o60110m<oﬁ. 5wMr

Market / Puinok

: Russia / Poccus

i 1040300 tab /
Liatch No. / . C2400345 ]fatch Quantity / . a
Cepnss No - Pasmep cepun 1040300 Tab -
Analytical Repourt No./ . 890001715396 Daltle of Analysis / . 31/01/2024
| AHAIHTHYECKRIE oTueT Ne JlaTa aHaau3a - ]
Date of Manufacture / . 01/12/2023 Date of Expiry / . 30/11/2026
JlaTa npon3soacTia I'onen o
Mfg. License No. /
ITpouzBoacTBeHHAast : 59/RR/AP/97/F/R MA number: / Homep PY : JIII-Ne(001333)-(PI'-RU)
Jinuensusa Ne

JITI-No(001333)-(PT'-RU) ot 15.11.23

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

Page 4 of 5/ C1p. 4 u3 5

b) Total Combined Yeast and
moulds count / Of1uee uncao

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

rpuboB

APOAGKEBLIX W NJIECHEBBIX

¢) Escherichia Coli

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

Absent in | gram /
OrcytetByeT B 1 T

10

Uniform_ity of dosage units /
OnHoOpoAHOCTH AO3UPOBAHHS

11 | Assay / KosmvecrBenHoe
onpefejieHHe
12 | Packaging / YnakoBka )

Shall be absent in 1 gram /
OtcyrcTBUE B 1 T

4.9/4,9

Acceptance value (AV) should not be more
than 15.0./ Iloxazatens npuemiemoctd (AV)
JoKeH ObITh He Oonee 15,0.

5.01 mg/ 5,01 mr

Between 4.75 mg and 5.25 mg of
levocetirizine dihydrochloride per tablet. /
Ot 4,75 Mr go 5,25 Mr neBOLETUPHU3NHA
JUrUJPOXJIOpHAa B TabJETKe.

10 tablets in a (PVC/AI/PVC) foil /
aluminum foil blister. 3 blisters with
patient information leaflet in a
carton pack. / Ilo 10 Tabsetok B
6auctep n3 (TITA/AJI/TIBX) ¢oabru
/ antomuHuesoit oabru. Ilo 3
OnncTepa BMECTE C MHCTPYKLUMEH No
NpHMEHEHHIO (nmMcTKOoM-
BKJ/1a/lblllieM) B NauKy 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.

/ Tlo 7 wmu 10 TaGnerok B Onuctep u3
(TIA/AJ/TIBX) ¢onbru /  anioMUHHEBOH
¢doneru. Ilo 1, 2 nnn 3 Gancrepa BMeCTE ¢
MHCTPYKUMell 1o TNpUMEHEHHIO (JIMCTKOM-
BKJIaJlblilieM) B TIAYKY KapTOHHYIO.

* 1t 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.
* TIpoBOAMTCS NPOU3BOIUTENIEM TIPH BBITYCKE MEPHOANYECKH (C MHTEPBAIIOM OIHO HenbiTanie Ha 10 cepnii unu He menee | pasa B ron).
IMoxasatens MokeT ObITh HE BIUIIOUEH B cepTU(UKAT anann3a GUpmbl

INN / MHH:

API name / HaumenoBanue ADC:

Levocetirizine d_il@r_ochloride / JleBoueTHpH3WHA AUTHAPOXIOPHA
Levocetirizine / JleBoleTMpPU3UH

Remarks : The Product confirms to ND/
IIpumeuanue: [lpoaykt coorBeTcTBYeT TpeboBaHuam HJL

Conclusion : APPROVED /
3axmouenne: OJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
Iloarorosnexo: IpoBepeHo: b@ Onobpetio: Menemxep / Pykosonurens
DN } < 7
Date / v Date / Date /
AR ~ QoL 1 B3l ARl
Jara: il Jarta: 3\-0l+ JlaTa:




Dr. Reddy’s Q':.. CERTIFICATE OF ANALYSIS

CEPTHNOPHUKAT AHAJIM3A

Product : Allerway film-coated tablets 5 mg
IlpoaykT: Annepssi TabNETKH, MOKPHITHIE JIEHOUHOH 000JI04KOM, 5 Mr

Market / Poinok : Russia/ Poccust

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

Cepus No - G | Pazmep cepun © 1040300 tab ) ]
Analytical RepOJ't No. / . 890001715396 Date of Analysis / . 31/01/2024

AHaquTHYecKHi oTueT No _ |MMaTa anaan3a N -

Date of Manufacture / . 01/12/2023 Date of Expiry / . 30/11/2026

JaTa nponsBoacTBa - T'oaen no -

Mfg. License No. /

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

JanueH3us Ne

Analysis performed according ND No / Anaan3z nposeagen no HJI Ne: JIII-Ne(001333)-(PI'-RU) dt. 15.11.23 /
JITI-Ne(001333)-(PI'-RU) ot 15.11.23

Page S of 5/Crp. Sus 5

API manufacturer batch number /

Homep cepuu npounssoaures A®C: - _AC?I_{OOI%O’ACQHO_O?%“

FP Manufacturer API Batch number /

Homep cepuu cyGcTanuum FCQAO01947,FCQA02244

npounssoauteas I'JId: - L
API Manufactured by & country/ Dr. Reddy's Laboratories Ltd., India /

IIponssoanrens ADC, crpana: H-p Pennu’c Jlaboparopuc JIti., Mnans

Survey Ne41, (Formulations Technical Operations - Unit-11I), Bachupally
Village, Bachupally Mandal, Medchal Malkajgiri District, Bachupally (V),
Bachupally (M), Medchal-Malkajgiri (Distr.), Telangana State, India (License

No 59/RR/AP/97/F/R)

Yuactok Ne 41, (IIpousBoactBenHoe noapazaenenue-111), bauynasnim
Bunnamxk, bauynannu Manjan, Menuan Mankamkriapn Juctpukr,
Bauynannu (B), Bauynannu (M), Menuan-Mankamxrupu (), wnrat

Tenanrana, Unansa (Jluuensus Ne S9/RR/AP/97/F/R)

Name, address, authorization No for
FP manufacturing site / Control site /
Release site /

HaumenoBanue, anpec u Homep
JIMIeH3HU TUIOIIAKH,
ocyulecTB/AI0IEeH
NPOU3BOACTBO/KOHTPOJb
kauecrBa/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.

3aK/royeHne 0 CoOTBETCTBUN: «HacTosAMM S NOATBepk a0, 4TO NPUBEAEHHAS Bbille NHPOPMALMS SIBISETCS JOCTOBEPHOL
¥ TOYHOMW. DTa cepHus NPOAYKLMH NIPOU3BeE/cHa (BKIIOYAs YIaKOBKY (MapKHpPOBKY) H KOHTPOJIb KAUECTBA) Ha BbIIEYKAa3aHHOM
NpPOU3BOJCTBEHHON Mjowanke (MIolWafkax) B TOJHOM COOTBETCTBMH ¢ TpebGosanusmu IlpaBun  Haanexainei
npoussoacTBeHHol npaktuky (NeGMP-01887/21/IN or 28 anmpens 202]) u TpeGOBaHMSAMH KOHTpOJsA KayecTBa
JeKapcTBEHHbBIX CPEACTB, @ TakXe B COOTBETCTBUM €O crelrnuKauusaMi, CoJepamuMHUC B PErucTPalMOHHOM A0Che
CTpaHbl-uMnopTepa. 3anucy NO NPOM3BOJACTBY, YNMAKOBKE M AHANW3Y TNPOBEPEHBl, W YCTAHOBJIIEHO WX COOTBETCTBUE
Tpebosanuam INpaBun ragnexallleli Npon3BoACTBEHHON NPAKTHKU.

Remarks : The Product confirms to ND/ Conclusion : APPROVED /
Hpumeuanne: I1poaykT cootBeTcTBYET Tpebosanuam HJJ 3akimouenne: OJJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
IoarorosieHo: M Ilposepeno: é@ Opo6peno: Meneaxep / PykosoanTtens
Date / T o) ALY Date / 31,0},\9,0/“4 Date / By 01 L
Jara: Hara: Hara:




