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CERTIFICATE OF ANALYSIS

CEPTH®HKAT AHAJIHM3A

Product : Allerway film-coated tablets 5 mg
Mpoayxr: Asiepsyii TaGneTku, NOKPLITLIE IIEHOYHON 0GONOUKOMH, 5 Mr

Market / Puinok

: Russia / Poccusg

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

Cepusn Ne e Pasmep cepun " 1040300 a6

Analytical Repovrt No./ . 890001770617 Pate of Analysis / . 25/10/2024
AHaaHuTHYECKHIi oT49eT No JaTa ananuza

Date of Manufacture / . 26/09/2024 Date of Expiry / . 31/08/2027

Jata npousBoacTea T'ogen no

Mfg. License No. /

IlpoussoacTeennasn ¢ 59/RR/AP/97/F/R MA number: / Homep PY : JIIT-N2(001333)-(PT"-RU)

aHueH3Ina Ne

I
Analysis performed according ND No / Ananuns nposexes 1o HJ[ Ne: JITT-Ne(001333)-(PI'-RU) dt. 15.11.23 /

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

Page1of 6/ Ctp.1 136

Ne Test / TlokasaTean

Result / PesyabraTh

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. / OBaabHBIE
JIBOSIKOBBLITTYKJTBIE TabneTkwy,
TIOKPBITBIE TIJIEHOYHOH 0005I0UKOHi
Gesoro uBeTa, ¢ OAHOM CTOPOHBI
rnajgKve, Ha JLPYrod  CTOpOHe
rpasuposka «R 5». Ha nonepeunom
paszpese sapo 6enoro usera.

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. / OBaJbHbIE JBOSKOBBIMYKJIbIE
TabJeTKH, MOKPBIThIE MIEHOYHOH 060JI0YKOM
Oenoro unu noutu OEJIOro LBeTa, ¢ OXHOM
CTOpOHBI [NajKMe, Ha ApYrod CTopoHe
rpasupoBka «R 5». Ha nonepeuHom paspese
AAPpO OT HENoro 0 MouTH GENIoro LBeTa.

2 | Identification
Levocetirizine/
Uaentuduxauus
JleBoueTupu3uH

Complies as prescribed /
CootBeTcTBYET TpeOOBAHUIM

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 ymepxuBauus
OCHOBHOTO  IIHKA Ha  XpOMarorpamme
HCIBITYEMOTO pacTBopa JIOIDKHO
COOTBETCTBOBaTh  BPEMEHH  YAEPKHUBAHHS
OCHOBHOTO MIHKa Ha XpOMaTorpaMMe pacTBopa
CTaHAapTHOro obpasua JIeBOLETHPH3UHA
gurnapoxiuopuna (pasgen «KonngyecTsenHoe
OIIpEAENIEHUE).

Remarks : The Product confirms to ND/
Ilpumevanne: [Iponykr cootBeTcTBYET TpeboBanusm H]I

Conclusion : APPROVED /
3akmouenne: OJJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
[onrotomneHo: [Tposepenos]” O\, —/2 Onobpero: Menemxkep / PykoBogurensb
Date / Date / Date /

29' '-Qdé ! A 10 AOY
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'Dr.Reddy’s ":’

CERTIFICATE OF ANALYSIS

CEPTHDPUKAT AHAJIM3A

Product : Allerway film-coated tablets 5 mg

HpoaykT: Annepeaii Tadaerk, MOKPBLITHIE TVIEHOYHONM 000JI0UK0Il, 5 Mr

Market / PoiHoKk

: Russia / Poccus

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

Cepus Ne e Pasmep cepnn 1040300 Tab

Analytical Repourt No./ - 890001770617 Date of Analysis / . 25/10/2024
AHaauTH4ecKuii oTuer Ne JlaTa ananusa

Date of Manufacture / . 26/09/2024 Date of Expiry / . 31/08/2027

JlaTa npoussoacTea I'ogen no

Mfg, License No. /

IIponsBoacTBennas : 59/RR/AP/97/F/R MA number: / Homep PY : JHI-Ne(001333)-(PI-RU)

JHueH3ns Ne

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

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

Page2of 6/C1p.2 u3 6

3 | Average weight /
Cpeanss macca

133.49 mg/ 133,49 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 Mun

Not more than 15 min / He 6onee 15 Munu

Pacnagaemocts
5 | Dissolution / PacTBopenmne Unit-1 / Tabn.-1 94 % NLT 80% (Q) of label claim of levocetirizine
Unit2 / TaGn2 94, 0d1hydrochlor1de after 20 min. / He menee 80
% (Q) OT HOMHHAIBHOTO COAEp)KAHHUS
Unit-3 / Tabn.-3 96 % J€BOLIETUPU3KHA AUTUAPOXIOpHAa Yepes 20
Unit-4 / Ta6n.-4 5% |
Unit-5 / Ta6n.-5 96 %
Unit-6 / Tabn.-6 94 %

6 | Related Substances / PogcTBennbie npamecu

Impurity A / ITpumecs A

Impurity B / [Tpumecs B

Impurity C / ITpumecs C

Not detected / He oGHapysxeHa

0.03%/0,03%

Not detected / He oGHapysxeHa

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

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

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

Remarks : The Product confirms to ND/
IIpameyanue: [TpoaykT cootBeTcTBYET TpebGoBanusam HJ

Conclusion : APPROVED /
3axmiouenne: OJOBPEHO

Prepared by /

}25_21
[ToarorosieHo: L@‘

- Checked by /

Approved by: Manager/Executive /

[Tpoeepet Onobpeno: Menemkep / PyKoBogUTE b
A
Date / Date / Date / as
4 z‘ D — ALY
Hara: % QO % Hara: ?ﬁ ~(O~2072¢s | Hara: )




CERTIFICATE OF ANALYSIS

| o
Dr.Reddy’s ‘;’

CEPTUOUKAT AHAJIM3A

Product : Allerway film-coated tablets 5 mg

Hpoaywkr: AnnepBsii TabJIETKH, MOKPLITHIE TNIEHOYHON 060M0UKOH, 5 MI

Market / PeiHoK : Russia / Poccust

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

Cepusn Ne e Pasmep cepun " 1040300 Tab

Analytical Repovrt No./ . 890001770617 Date of Analysis / . 25/10/2024
AHasurnyecknii oTder Ne Hara anann3a

Date of Manufacture / . 26/09/2024 Date of Expiry / . 31/08/2027

Jara npou3BoacTaa Coaen go

Mfg. License No./

IIponsBoacTBeHHAsN : 59/RR/AP/97/F/R MA number: / Homep PY : JIII-Ne(001333)-(PI'-RU)
JnueH3nsa Ne

Analysis performed according ND No / Ananu3 nposeaen no HJI Ne: JITI-Ne(001333)-(PI'-RU) dt. 15.11.23 /

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

Page3of6/Crp.3 u3 6

Impurity D / [Ipumecs D

Impurity E / H-ﬁlm_e% E

Impurity F / IIpumecs F

Impurity RCT-3 / Tlpumecs
RCT-3

Any individual unidentified
impurity / Jlro0ast eauHUYHAs
HeHaeHTUPHINPOBaHHAS
IpUMeCh

Below LOQ (LOQ = 0.004 %) /
Hwuxe npenena Koqu4ecTBEHHOTO
onpeaenenuns ([TKO = 0,004 %)

0.03% /0,03%

Not detected / He 0OHapykeHa

0.08% / 0,08%

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

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

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

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

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

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

Total impurities /
CyMmmMa npHMeceH

0.1 %/0,1 %

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

Remarks : The Product confirms to ND/

* Vo)

Ipumeuanue: [TpoayKT COOTBETCTBYET TpeboBanusaM H/I

Conclusion : APPROVED /
Zaxawoyenne: OJJOBPEHO

Prepared by / 2 "] Checked by / Approved by: Manager/Executive /

ﬂonmmme}-im% [TpoBsepeng . Opobpero: Menemxep / PyxosoauTenb
—_—— S/

Date / ~D DD, Date / Date / A S DAY,

Jara: 29 Jara: 291 ~(p ~202y | Oata:
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Dr.Reddy’s Q?

CERTIFICATE OF ANALYSIS

CEPTHDHKAT AHAJIN3A

Product : Allerway film-coated tablets 5 mg

Npoaykr: Aniepnoii TadneTki, NOKPHITHIE MIEHOIHOMN 066104 K0, 5 Mr

Market / PeiHok : Russia / Poccus

Batch No. / . Batch Quantity / 1040300 tab /

Cepun Ne HE2AIERAY Pasmep cepun 1040300 a6

Analytical Report No. / . Date of Analysis /

AHaJuTH4YecKHii oTueT No + 890001770617 Jara ananuza e e

Date of Manufacture / . Date of Expiry /

L —— : 26/09/2024 Toxen 10 : 31/08/2027

Mfg. License No. / o |
IIponssoacTBeHnasn : 59/RR/AP/97/F/R MA number: / Homep PY : JIII-Ne(001333)-(PI'-RU)

Junensns Ne

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

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

Paged4 of 6/ Ctp. 4 3 6

7 | Chiral purity / Xupanannas
YHCTOTA

Not detected / He obHapyxena

S-isomer — not more than 1.5% / w

S-uzomep — He Gonee 1,5 %

8 | Loss on drying / Ilorepsas | 3.0

Macce NPH BbICYITHBAHUH

%/3,0 %

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

9 | Microbiological purity*/ MukpoGuosorayeckasi 4ucTora*

a) Total Aerobic Microbial
Count / Ob1ree yucio
a3pOOHBIX MUKPOOPraHHM3MOB

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 / Obwee uucno
JPOXOKEBBIX M MIECHEBBIX
rpuboB

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

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

c) Escherichia Coli

Absent in 1 gram /
OtcytctByeTr B 1T

Shall be absent in 1 gram /
OtcytctBUe B 1 T

3.5/3,5

Acceptance value (AV) should not be more

10 | Uniformity of dosage units / '
OaHopoaHoCTh than 15.0./ Iloxa3aTens npuemnemoctu (AV)
J103MpPOBaHUSA JormxkeH ObITh He Honee 15,0.

11 | Assay / KonmdecTBennoe 4.91 mg /4,91 mr Between 4.75 mg and 5.25 mg of
onpejeseHne levocetirizine dihydrochloride per tablet. /

Or 4,75 mr po 5,25 Mr neBOUCTUPH3UHA
JHUCHAPOXIIOPUAA B TabJeTKe.

Remarks : The Product confirms to ND/

Mpumeyanue: [IpoaykT coorBeTcTBYET TpeboBanuam HJ|
2

Conclusion : APPROVED /
3axatouenue: OJOBPEHO

Checked by /

Approved by: Manager/Executive /

Prepared by / ey !

[Moarorosieno: “C;;‘/;f// [Tposepen —~A Onobpeno: Menemxep / PykoBoauTenb
e

Date / OO~ 202 Date / Date / <G b A,

Hata: (O-202, Hata: 29 —(0~202¢y | Hara:




CERTIFICATE OF ANALYSIS

. [ )
Dr.Reddy’s ‘_‘.’

CEPTUOUKAT AHAJIU3A

|P_r0duct : Allerway film-coated tablets 5 mg

Mponyxr: Annepesii TadneTkn, MOKPBITHE IUIEHOYHON 060104KOIL, 5 MT

Market / Poisok : Russia / Poccus

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

Cepua Ne e Pazmep cepn " 1040300 ta6

A i . i

Analytlcal Repovrt No./ . 890001770617 Date of Analysis / . 25/10/2024
HaJIHTHYECKHii oTaeT No Jara aHanu3a

Date of Manufacture / . 26/09/2024 Date of Expiry / . 31/08/2027

Jata npouseoacraa Togen a0

Mfg. License No. /

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

Jnuensus Ne

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

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

Page50f6/Crp.5Hu36

12 | Packaging / Ynakoska

10 tablets in a (PVC/AI/PVC) foil /
aluminum foil blister. 3 blisters with
patient information leaflet in a
carton pack. / ITo 10 Tabnerok B
6micrep u3 (ITA/AJI/TIBX) doneru
/ amomuuueBoit domeru. Ilo 3
6smcTepa BMeCTE ¢ MHCTPYKLME 110
MPUMEHEHHIO
BKJIAJIBIIEM) B IAYKy 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 nan 10 Tabnetok B 6nucTep W3
(ITA/AJI/TIBX) donerd /  alrOMUHHEBOI
¢oneru. o 1, 2 unu 3 6aucrepa BMecTe ¢
UHCTPYKLHE# MO TNpHMEHEeHHIO (JIMCTKOM-

(JIMCTKOM- | BKJIaZBIIEM) B Ta4Ky 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.
* [1poBOANTCS MPOU3BOAMTENIGM TPH BBIIYCKE MIEPHOMMYECKH (C HHTEPBAIIOM OAHO HemblTauue Ha 10 cepuit win ue Menee | pasa B rox).

[Moxasarenb MOxeT GbITh HE BKJIIOUYEH B CEPTU(UKAT aHAH3a PUPMEL

API name / Haumenosanue APC:

Levocetirizine dihydrochloride / JleBoueTupusuna JUrHAPOXIOPHL

INN/ MHH:

Levocetirizine / JleBoueTHpH3uH

API manufacturer batch number /
Howmep cepuu npounssoautens ADC:

ACQHO004209, ACQH004141

FP Manufacturer API Batch number /
Homep cepun cyGecTaHUHM
npoussoautens I'JID:

FCQA02970, FCQA02971

API Manufactured by & country /
Hponssoauteanr A®C, cTpana:

Dr. Reddy's Laboratories Ltd., India /

Remarks : The Product confirms to ND/ Conclusion : APPROVED /
IIpumeuanue: [Iponyxr coorercTBYeT TpeboBaHusam HJ| 3akmwouenue: OJJOBPEHO

+ M
Prepared by / 7(;,{? o £ / Checked by / Approved by: Manager/Executive /
[ToAroToBNEHO: Wy 25 < _— HpOBepeHom,\/ OnobpeHo: Menemxep / PykoBoaUTENb
Date / %{ OO0 Date / 'J Date / a2 ~10 ~XoV
Hara: 4 Hara: 2,4 ~(0) ~ 20N 1 ara:




. . ®
Dl'. Red dY’S ‘;. CERTIFICATE OF ANALYSIS

CEPTUOHUKAT AHAJIM3A

Product : Allerway film-coated tablets 5 mg

Mpoayer: Ansiepeaii TaGNETKH, MOKPLITHIE TUICHOYHOM 060104 KO, 5 MT

Market / PoiHOK : Russia / Poccus

Batch No. / . Batch Quantity / 1040300 tab /

Cepus Ne P C2413929 Pazmep cepuu * 1040300 Tab

A i : ' i

Analytlcal Repovrt No./ . 890001770617 |Date of Analysis / . 25/10/2024
HAJINTHYeCKHiT oTHeT No Hata ananu3za

Date of Manufacture / . 26/09/2024 Date of Expiry / . 31/08/2027

Jata npousBoacTBa Topen a0

Mfg. License No. /

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

JMueH3us Ne o

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

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

Page 6 of 6/ C1p. 6 113 6
I-p Penmu’c Jlaboparoprc JIta., Uanua

Survey Ned41, (Formulations Technical Operations - Unit-III),

1;;’::;;:; l;ifls;iil;t:i(t):l/z?jt(;;)xltlrl(\)llosf:: / Bachupally Village, Bachupally Mandal, Medchal Malkajgiri District,

Release site / e Bachupally (V), Bachupa}ly (M), Medchal-Malkajgiri (Distr.), Telangana

HiisenonisenaApes HroMED State, India (License No 59/RR/AP/97/F/R)

— n.non;azucn Vuactok Ne 41, (TTpoussoacteenHoe noapasaenenne-IIl), bauynannu

ocymecTBsTOmeH i Bunnamk, Bauynamim Maugan, Meauan Mankamxrupu JUCTpuxT,
Bauynamnu (B), Bauynammu (M), Meauan-Mankamxrups (JI), wrat

TPOA3BO/ICTBO/KOHTPO, Tenanrana, Muaus (JInuensus Ne 59/RR/AP/97/F/R)

KayecTBa/Bhinyck ['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.

3aKmoYeHre 0 COOTBETCTBUM: «HaCTOSIINM 5 MOATBEPIK a0, UTO NPUBE/IEHHAs BbIlIe HH(POPMALUs SBJISETCS JOCTOBEPHOM
¥ TOYHOI. DTa cepus NPoAYKLNU Npou3BeaeHa (BKIoUas ynakoBky (MapkHpOBKY) H KOHTPOJIb KaYeCTBa) Ha BBILICYKa3aHHOU
NMPOM3BOACTBEHHON Towaake (MIOMAAKAX) B [MOJHOM COOTBETCTBUM ¢ Tpebosanusamu IIpaBun  Hamnexamei
npou3BoAcTBeHHON mpaktuku (NeGMP-01887/21/IN or 28 anpens 2021) n TpeGOBaHUAMH KOHTPOJIA KadecTa
JNIEKAPCTBEHHBIX CPEJCTB, @ TAKXe B COOTBETCTBHH CO CHEUM(HUKANMAMH, COACPHALLMMHICA B PETHCTPAUHOHHOM NOCHE
CTpaHbI-UMIIOpTEPa. 3anHCH M0 MPOM3BOACTBY, YNAaKOBKE M AHANN3Y MPOBEPEHBl, M YCTAHOBJIEHO HMX COOTBETCTBHC
Tpe6oBannaM [TpaBu HaanexaueH NpOM3BOACTBEHHON NPAKTHKH.

Remarks : The Product confirms to ND/ Conclusion : APPROVED /
Ipumeuanne: JIpoayKT cOOTBETCTBYET TpeboBanusm HJT 3akiouenue: OJIOBPEHO

A}
Prepared by / P = G‘-C'}’Cj} Checked by / Approved by: Manager/Executive /
[ToaroToBReHO K T ITposepenp: ») = Onobpeno: Menemxep / P%@BO,HHTGJ‘IL
Date / Qq,\[a)ﬁ Q ol 4 Date/ Date / LA A0S
Jara: Jara: 29 ~(p- 2070 | Hata:




