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CERTIFICATE OF ANALYSIS

CEPTUDUKAT AHAJIN3A

Product : Allerway film-coated tablets 5 mg
MpoaykT: Annepsaii TabneTku, MOKPbITHIE IIEHOUHOH 0BONOUKON, 5 MT

JHUeH3Hus Ne

Market / Peinok : Russia / Poccust

Batch No. / < Batch Quantity / 1040300 tab /

Cepun No # €2500567 Pasmep cepin 1040300 Ta6

Analytical Repovrt No./ : 890001788763 Date of Analysis / . 25/01/2025
AHaJMTHYeCKHIT 0TYeT No Hara anannza

Date of Manufacture / : 03/12/2024 Date of Expiry / . 30/11/2027

JlaTa npon3BoacTea T'ogen mo

Mfg. License No. /

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

JITI-N2(001333)-(PT-RU) or 15.11.23

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

Page1 of S/Crp.1u35

Ne Test / Iloxkaszarenn

Result / Pe3yabTaTnl

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. / OBajbHbIE
JIBOSIKOBBITTYKJIBIC TabneTKH,
MOKPLITBIE IIEHOYHOH 0005104KOit
Oenoro uBera, ¢ OAHOWH CTOPOHBI
rlajkue, Ha Jpyrodl  CTOpOHE
rpasupoBka «R 5». Ha nonepeunom
paspese aapo Genoro nsera.

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. / OBaJbHbBIE IBOSKOBBINYKIIbIE
TabJETKH, NOKPHITHIE MMIEHOYHONH 060I0uKOi
Oenoro unaM noutv GeNOro LBeTa, ¢ OJHOM
CTOPOHBI ~ [JIAJKWE, Ha JpPYrod CTOpOoHE
rpaBupoBka «R 5». Ha nomepeunom paspese
A0po OT OeNoro [0 NouTH GENoro LBeTa.

2 | Identification
Levocetirizine/
HNaentuduxanns
JleBoueTHPU3HH

Complies as prescribed /
CootBercTByeT TpeGOBaHUIM

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 yaepxkuBaHus
OCHOBHOIO  MHKa Ha  XpoMarorpaMmme
MCIIBITYEMOTO pacTBopa JOMNKHO
COOTBETCTBOBATb BPEMEHH  yJEpPXKUMBaHHUS
OCHOBHOT'O MHKa Ha XpoMaTorpaMMe pacTaopa
CTaHAapTHOrO  obpasua  JeBOIeTHPU3WHA
aurugpoxnopuaa (pazgen «KonuuecTBeHHOE
OTIPEIEIIEHHEY).

3 | Average weight /
CpenHsia Mmacca

132.57 mg/ 132,57 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 /
PacnagaemocTh

Smin/ 5 MuH

Not more than 15 min / He Gonee 15 MuH

Remarks : The Product confirms to ND/
IIpumeuanne: [Iponykt cooTBeTcTBYET TpeOoBanusaM HJJ

Conclusion : APPROVED /
3akaouenue: OJIOBPEHO

Prepared by / ,é@/ Checked by / Approved by: Manager/Executive /

IToaroroBneHo: [TposepeHo: Z@ Onob6peno: Menemkep / Pykosoaurens
b ez

Date / Pty 4 Date / nw~ | Date/ an b ASNE

JHara: 7//\ B Hara: Q’?‘D‘F%Zb Hara:
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CERTIFICATE OF ANALYSIS

CEPTUD®UKAT AHAJIU3A

Product : Allerway film-coated tablets 5 mg

Mpoaykr: AnnepBait TabneTKM, MOKPLITHIE MIIEHOYHOH 0GONOHKOH, 5 Mr

Market / Poruox ¢ Russia / Poccus

Batch No. / . Batch Quantity / 1040300 tab /

Cepusn Ne 3 G008 Pasmep cepun " 1040300 Ta6

Analytical Report No. / . 890001788763 Date of Analysis / . 25/01/2025
AHAJHTHYECKHITT oTyeT No Jlara anaansa

Date of Manufacture / . 03/12/2024 Date of Expiry / . 30/11/2027

Jlata npoH3BOACTEA Togen no

Mfg. License No. /

IMpousBoacTBeHHasn ¢ 59/RR/AP/97/F/R MA number: / Homep PY : JIII-Ne(001333)-(PT-RU)
JIHeH3Hsa No

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

JITI-N2(001333)-(PI'-RU) ot 15.11.23

Page 2 of 5/ Crp.2 u3 5

S | Dissolution / PacTrBopenne Unit-1/ Ta6n.-1 97 % NLT 80% (Q) of label claim of levocetirizine
Unit2 / Tabna 999, dihydrochloride after 20 min. / He menee 80
) ’ % (Q) OT HOMHHAIBHOTO CONEPKAHHS
Unit-3 / Tabn.-3 90 % JE€BOLETHPU3NHA AUTHApoXIopuaa yepes 20
Unit-4 / Tabn.4 100% | "M
Unit-5 / Ta6m.-5 98 %
Unit-6 / Tabmn.-6 99 %

6 | Related Substances / PoacTBennnie npumecu

Impurity A / ITpumecs A

Impurity B / [Ipumecs B

Impurity C / Ipumecs C

Impurity D / IIpumecs D

Impurity E / ITpumecs E

Below LOQ (LOQ = 0.020 %) /
Huxe npefena KoJan4ecTBEHHOTO
onpenenenus (ITKO = 0,020 %)

0.01%/0,01%

Not detected / He obHapyxeHa

Below LOQ (LOQ = 0.004 %) /
Huxe mpenena KonH4eCTBEHHOTO
ompegnenenus (ITKO = 0,004 %)

0.03% /0,03%

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

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

Not more than 0.4 % / He 6osnee 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/
IIpumeuanne: [Ipoaykt cooTBeTcTBYET TpeGoBaHusm HJJ

Conclusion : APPROVED /
3akmouenue: OJOBPEHO

Prepared by /
[TonroroBiieHO: 4?

Checked by /
TIposepero: L@

Approved by: Manager/Executive /
Onobpeno: Menemxep / PykoBoaurens

A7

Date / B 15
Hara: -0t 30

Jara:

Date / oy Ay

Jara:




Dr.Reddy’s €3¢

CERTIFICATE OF ANALYSIS

CEPTHOUKAT AHAJIU3A

{Product : Allerway film-coated tablets 5 mg
Mpoaykr: Annepsaii TabneTku, NOKPHITHIE MIEHOYHON 06ONOYKOI, 5 M

Market / Pervok : Russia / Poccus

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

Cepusi Ne et Pazmep cepun 1040300 Tab

Analytical Repourt No./ : 890001788763 Date of Analysis / . 25/01/2025
AHaJaHTHYeCKHii 0THeT No JlaTa ananausza

Date of Manufacture / . 03/12/2024 Date of Expiry / . 30/11/2027

JlaTa npou3BoacTBa T'open no

Mifg. License No. /

IIpousBoacTBeHHAs : 59/RR/AP/9T/F/R MA number: / Homep PY : JHI-Ne(001333)-(PI'-RU)
aHueHzna Ne

JITI-Ne(001333)-(PI™-RU) ot 15.11.23

Analysis performed according ND No / Anasnus nposexen no HJ[ Ne: JITI-Ne(001333)-(PI'-RU) dt. 15.11.23 /

Page3 of 5/Crp.3u3 5

Impurity F / TTpumecs F

Impurity RCT-3 / TIlpumecs
RCT-3

Any individual unidentified
impurity / Jlrobas enuHHYHas
HenAeHTU(DUIMPOBAHHASL
IpUMeCh

Not detected / He oGHapysxeHa

0.09% /0,09%

Below BDL (BDL= 0.05 %) / Huxe
nopora peructpanuu (IIP =0,05 %)

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

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

Not more than 0.2 % / He Goee 0,2 %

Total impurities /
Cymma npumeceii

0.1 %/0,1%

Not more than 1.5 % / He Gonee 1,5 %

7 | Chiral purity / Xupansuasn
YHCTOTA

Not detected / He oOHapyxKeHa

S-isomer — not more than 1.5%/

S-nzomep — He Gonee 1,5 %

8 | Loss on drying / [ToTeps B
Macce NpH BLICYWHBAHAH

%

1.7 %/ 1,7

Not mote than 6.0 % / He Guiee 6,0 %

9 | Microbiological purity*/ MukpoGuosiorayeckas YHcToTa™

a) Total Aerobic Microbial
Count / Ob1uee uucio
a3pOoOHBIX MUKPOOPraHN3MOB

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 / O61iiee YnciIo
JPONCKEBBIX ¥ TNIECHEBBIX
rprbos

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

Not more than 10° CFU/g /
He 6onee 102 KOE/r

Remarks : The Product confirms to ND/
Ipameuanmne: [IpoaykT cootBeTcTBYET TpebGoBanusam HJI

Conclusion : APPROVED /
3armouenne: OJJOBPEHO

Prepared by / g Checked by / Approved by: Manager/Executive /
TTonrorosnexo: ITpogepeHo: Z@ Onobpeno: Menenxep / PykoBoauTeis
S
Date / Date / ~— | Date/ 0\ ALV
ol - 2020 B O -0t
Jara: 21 : Jara: 2%\ lots Jara:




Dr.Reddy’s ‘3.‘.

CERTIFICATE OF ANALYSIS

CEPTHD®UKAT AHAJIM3A

Product : Allerway film-coated tablets 5 mg
Mpoayxr: Annepsaii TaGreTky, NOKPHITHE MIEHOUHO oboouKoi, 5 Mr

Market / Poinok : Russia / Poccna

Batch No. / Batch Quantity / 1040300 tab /
: C2 :

Cepusi Ne 2200561 Pasmep cepun 1040300 Tab

Analytical Report No. / . Date of Analysis /

AHaanTHdeckuii oruyer Ne + 890001788763 JlaTa anaam3za + 25/01/2025

Date of Manufacture / . Date of Expiry /

7, P : 03/12/2024 ToeH 10 : 30/11/2027

Mfg. License No. /

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

JHUeH3usa No

JITI-N2(001333)-(PI'-RU) ot 15.11.23

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

Page4 of 5/ Crp.4m3 5

¢) Escherichia Coli

Absent in 1 gram /
OtcyrtcrByerB 1 T

Shall be absent in 1 gram /
OtcytctBHe B 1 T

-

10 | Uniformity of dosage units /

OnxopoaHocTh 103MpOBaHHS

25725

Acceptance value (AV) should not be more
than 15.0./ TTokasatens npuemnemoctu (AV)
JorxkeH ObITh He Gosee 15,0.

11 | Assay / KonnuecTsennoe

onpeaejicHue

5.04 mg/ 5,04 mr

Between 475 mg and 525 mg of
levocetirizine dihydrochloride per tablet. /
Ot 4,75 Mr po 5,25 Mr neBoumeTHpH3uHa
JUTHAPOXJIOpHIA B TabneTKe.

12 | Packaging / Ynakoska

10 tablets in a (PVC/Al/PVC) foil /
aluminum foil blister. 1 blister with
patient information leaflet in a
carton pack. / [To 10 Tabnerox B
6ancrep us (ITA/AJI/IIBX) donsru
/ amomunueBoit ¢oneru. Ilo 1
6nMcTepy BMECTe ¢ HHCTPYKLUEH O
TIPUMEHEHUTO (McTKOM-
BKJIAABILICM) B IAYKY KAPTOHHYIO.

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

/ Tlo 7 uma 10 Tabnerok B Gnucrep u3
(IMMA/AJITIBX) donbru /  amoMuHHEBOI
¢onpru. ITo 1, 2 unu 3 Gnucrepa BMecTe ¢
UHCTpYKUMEH 10 TNpUMeHeHMI0 (JIMCTKOM-
BKJIQJIBILLIEM) B TA4YKY 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.
* [IpoBoanTCA IPOM3BOANTENIEM TIPH BBIIYCKE NIEPHOAMUECKH (C HHTEPBAIOM OJHO UCNbITaHHe Ha 10 cepuil MM He MeHee

1 paza B roxn).

IToxasaresib MOXKET ObITh HE BKJIKOUEH B CEPTH(IHKAT aHaM3a (PUPMBIL.

API name / HaumenoBaune ADC:

Levocetirizine dihydrochloride / JleBoueTHpu3nHa JUTHAPOXIOPHL

INN / MHH:

Levocetirizine / JIeBoLeTUPU3NH

API manufacturer batch number /
Homep cepuu npoussoaurteis Ad

C:

ACRHO000808 & ACRHO004079

Remarks : The Product confirms to

ND/

IIpumeuanne: [Iponykt cootBercTByeT Tpebopanusam HJT

Conclusion : APPROVED /
3axmouenne: ONOBPEHO

Prepared by / Cg/ Checked by / Approved by: Manager/Executive /
IloarorosuneHo: IlposepeHo: Z@ Onobpeno: Menemxep / PykoBoantens
Date / o\ 20K Date / Fo -0 | Date / a0\ AuNg
JlaTa: = Hara: 2 \ > Jlara:




@
- y b CERTIFICATE OF ANALYSIS
Dr.Red dY S ‘.0 CEPTHOUKAT AHAJIM3A

Product : Allerway film-coated tablets 5 mg
[poaykr: Annepsii TabneTku, MOKPLITHIE MUIEHOUHOM obonoukoil, 5 mr
Market / Poinok : Russia / Poccus
Batch No. / Batch Quantity / 1040300 tab /
: C2500567 ;
Cepus Ne 6 Pazmep cepun " 1040300 Tab
Analytical Report No. / . Date of Analysis /
AHaauTHYeCKH# oTueT No FE90001788763 JlaTa auanuza S220l208S
Date of Manufacture / . Date of Expiry /
T : 03/12/2024 Foie 1o : 30/11/2027
Mfg. License No. /
Ipous3BoacTBeHHas : 59/RR/AP/97/F/R MA number: / Homep PY : JIII-Ne(001333)-(PI'-RU)
Januenzua Ne
Analysis performed according ND No / Anasns nposeaen no HJ Ne: JIIT-Ne(001333)-(PT-RU) dt. 15.11.23 /
JITI-Ne(001333)-(PT-RU) ot 15.11.23

Page 5 of 5/ Crp.5u3 5

FP Manufacturer API Batch number /

Homep cepuu cy6eTanumuu FCRA00804 & FCRA02580
npomapoanresasn I'JId:

API Manufactured by & country / Dr. Reddy's Laboratories Ltd., India /
ITpousBoautens ADC, crpana: H-p Penan’c JlaGoparopwuc Jita., Unaus

. Survey Ne41, (Formulations Technical Operations - Unit-IIT), Bachupally
llj;r:lne;::tf; l;ifls;i?lutsl;(t)zl/zégﬁlt]rﬁosif?: / Village, Bachupally Mandal, Medchal Malkajgiri District, Bachupally (V),
8 Bachupally (M), Medchal-Malkajgiri (Distr.), Telangana State, India (License

g;‘::il?;;;"e agpec 1 HOMep No S9/RR/AP/97/F/R)

JHIEH3HY 1T .nou; anKH VYuyacTtok Ne 41, (HponsBOLLCTBeﬂﬁoe noapasaenenue-II), bauynannm

oCyLeCTBAsTION i ’ Bunnamx, Bauynamma Mannan, Meauan Mankagxrupu JIHCTPUKT,
/KOHTDOJIb bauynasu (B), basynannu (M), Mexuan-Mankamkrupu (JT), wrat

TIPOHIBORCTEO P Tenanrana, Unaus (JIuuensus Ne 59/RR/AP/97/F/R )

KkayecTBa/Boinyck I'JIdD /

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
gpecilivations iu e Mwketing Authuiizution dussier of the importing country. Productlon, packaging aud lesling records are
verified and their compliance with Good Manufacturing Practice.

3aKIIoUeHre 0 COOTBETCTBUM: «HaCTOAIMM 8 MOATBEPKIAI0, UTO NPHBEACHHAS Bbillle HHGOPMALMS SBISETCA JOCTOBEPHOI
¥ TOYHOMH. DTa cepust IPOAYKLMH NMPOU3BEAEHa (BKIIOUAs YIaKOBKY (MapKUPOBKY) M KOHTPOJIb KAYECTBA) HA BBIIIEYKa3aHHOM
NPOU3BOJACTBEHHON mnomaake (Mowajkax) B MOJHOM COOTBETCTBHH ¢ TpeGoBaHusiMu [lpaBun  Hamexaueit
npou3BoAcTBeHHON mnpaktuku (NeGMP-01887/21/IN or 28 ampenss 2021) u TpeGOBaHHMSAMU KOHTPOJS KadecTBa
JIEKAPCTBEHHBIX CPEACTB, a TAKXKE B COOTBETCTBUH CO chneyuduKalMsMU, COAEPXKKAIIMMUCS B PETUCTPALMOHHOM JOChE
CTpaHBI-UMIIOpTEpPA. 3afnCH MO TNPOU3BOACTBY, YNAKOBKE M aHANMM3Y MPOBEPEHBI, W YCTAHOBJEHO HX COOTBETCTBHUE

TpedoBanusM [IpaBun Haamexallel NpoM3BOACTBEHHOH MPAKTHKH.

Conclusion : APPROVED /

Remarks : The Product confirms to ND/
3axmouenue: OJJOBPEHO

IIpnmeuanne: IIpoaykT cooTBeTCTBYET TpeboBanusM HJIT

Prepared by / Checked by / Approved by: Manager/Executive /
IloarororseHo: ITposepeno: A@ Onobpeno: Menemxep / Pykosoauteins
Date / o Date / 2 Date / a6\ SNk
Hara: 2\-0 e JlaTa: 9“%0\(\% S Jara:




