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Dr.Reddy’s Q,'.

CERTIFICATE OF ANALYSIS

CEPTHOHUKAT AHAJIM3A

Product : Allerway film-coated tablets 5 mg

ITpoaywT: Ansiepraii TabneTki, NOKPBITHIE MIEHOYHOM 0BONOUKO, 5 MT

Market / Poinox : Russia / Poccus

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

Cepus No 8 (C2oE002 Pasmep cepnn 1040300 Tab

Analytical Rep0}'t No./ + 890001845067 Date of Analysis / - 31/10/2025
AHaauTHYecKuii oTyeT Ne Jarta anaau3a

Date of Manufacture / . 23/09/2025 Date of Expiry / : 31/08/2028

Mara npousBoacrea T'ogen no

Mfg. License No. /

IpownsBoacTBeHHan : 59/RR/AP/9T/F/R MA number: / Homep PY : JIII-Ne(001333)-(PI'-RU)
JineH3us Ne

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

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

Page1of6/Crp.1mu36

Ne Test / ITokazaTenn

Result / Pe3yibTaTsl

Specification / Hopma

1 | Appearance / Onucauue

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. / OBajbHEIE
JBOSIKOBBIITYKJTbIE TabJIeTKH,
MOKPBITBIE TUICHOWHOH 000souKkoi
Oenoro uBera, ¢ ONHOM CTOPOHBI
[JIaJKHE, Ha Jpyroffl  CTOPOHE
rpaBupoBka «R 5». Ha nonepeuHom
paspese sapo 6enoro 1eta.

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. / OBaJIbHbIC ABOSAKOBHITYKIIbIE
TabJeTKH, MOKPBITHIE MJIEHOYHOM 06010UKOi
Genoro umu moytd Genoro LBeTa, ¢ OMHOM
CTOPOHBI TJNAJKHE, Ha [OPYroil CTOpOHe
rpaBupoBka «R 5». Ha monepeunom paspese
A0po OT 6e710ro A0 NOYTH 6EJIOro LBETA.

2 | Identification
Levocetirizine/
HNnentudukaunsa
JleBOLETHPU3HH

Complies as prescribed /
CootBeTcTBYeT TpEOOBAHUAM

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 ynepxupanus
OCHOBHOTO IIHKa Ha  XpoMarorpamme
HCTIBITYEMOTO pactBopa JIOJDKHO
COOTBETCTBOBATh BPEMEHH  yIep:KHBaHUA
OCHOBHOTO ITHKa Ha XpOMAaTOrpaMMe pacTBopa
CTaHJapTHOro obpa3la JIeBOLETHPU3UHA
jquruapoxnopuna (pazgen «KonuyectBeHHOE
orpeNeNiCHUE»).

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

IIpumeuanue: I1poaykt cooTBeTcTBYET TpeboBanusM HJJ 3axmouenne: OJOBPEHO

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

Ioarorosnexo: /g/_ IIposepeno: @ Onobpeno: Menemxep / Pymaonn’re;@;{:-
B

Date / ~ | Date/ L Date / N —

Hara: Zl-1o - 2094 Iara: Qrlo~10Ns Hara: N0




Dr.Reddy’s €

CERTIFICATE OF ANALYSIS

CEPTHO®HKAT AHAJIU3A

[JL1-Ni(001333)~(PT-RU) ot 15.11.23

Product : Allerway film-coated tablets 5 mg

Hpoayxr: Amnepesii TaGneTki, NOKPLITHIE IIEHOYHOH 000MOYKOIL, 5 MT

Market / Poinok : Russia / Poccus

Batch No. / ; Batch Quantity / . 1040300 tab /
Cepnn Ne b Pasmep cepun " 1040300 Tab
Analytical Repovrt No./ . 890001845067 Date of Analysis / . 31/10/2025
Aunanurnyecknii oryet No JlaTa ananauza

Date of Manufacture / . 23/09/2025 Date of Expiry / . 31/08/2028

Jara nponssoacrea Topen 1o

Mfg. License No. /

IMponssoncreennas : 59/RR/AP/97/F/IR MA number: / Homep PY : JII-Ne(001333)-(PT-RU)
Jnuensng Ne

Analysis performed according ND No / Ananu3 nposegen no HJL Ne: JITI-Ne(001333)-(PT-RU) dt. 15.11.23 /

Page2of 6/ Ctp.2 n3 6

3 | Average weight /
Cpeausist macca

134.86 mg / 134,86 mr

133.25 mg + 4% (between 127.92 and 138.58
mg) /
133,25 mr + 4 % (ot 127,92 1o 138,58 mr)

4 | Disintegration /

3 min/ 3 MuH

Not more than 15 min / He 6onee 15 Mun

Pacnagaemocts
5 | Dissolution / PactBopenne Unit-1/ Ta6n.-1 97 % NLT 80% (Q) of label claim of levocetirizine
GG 2 /fiaon 22 o8 ;ii)h}’?g);hlg:i deH?)ﬁ?Hi?ﬂﬁ)?o/ I_clgﬂ]\;;;?}lig
Unit-3 / Tabn.-3 94 % JIEBOLICTUPU3HHA JAUTHIPOXJIOopHIa Yepes 20
Unit-4 / Tab.-4 %% |
Unit-5 / Tabn.-5 98 %
Unit-6 / Tabn.-6 94 %

6 | Related Substances / PoncreeHnble npuMecH

Impurity A /Ilpumecs A

Impurity B / [Tpumecs B

Impurity C / TTpumecs C

Not detected / ne obHapyxeHa

0.01%/0,01%

Not detected / He oOHapyxeHa

Not more than 0.4 % / He 6onee 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/
IIpumeyanume: IIponykT cooTBeTCTBYET TpeboBaHHAM HJT

Conclusion : APPROVED /
3axkmiouenne: OJOBPEHO

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

Hoarotosneno: < f% il IIpoBepeHo: Aﬁ@ Onobpeno: Menemxep / Pykosozi et @_;17
B

Date / o «32p2L | Date/ Ur OO Date / 10— s

IlaTa: N2 = IaTa: g Jara: <110
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Dr.Reddy’s q;'

CERTIFICATE OF ANALYSIS

CEPTUDUKAT AHAJIM3A

|JI1-Ne(001333)-(PT-RU) ot 15.11.23

Product : Allerway film-coated tablets 5 mg

Mpoaykr: Annepeaii Tabnerkn, HOKPHITEIE MIEHOYHOH 0600 Koii, 5 Mr

Market / Poinox : Russia / Poccus

Batch No. / . Batch Quantity / . 1040300 tab /
Cepusn No P C2512982 Paszmep cepun 1040300 a6
Analytical Repourt No./ . 890001845067 l_)atf of Analysis / . 31/10/2025
AHaJHTHYeCKHiT oT9eT No Hara anannsa

Date of Manufacture / . 23/09/2025 Date of Expiry / . 31/08/2028

Jara nponssojcrea I'ogen no

Mfg. License No. /

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

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

Page3 of 6/ Crp.3 n3 6

Impurity D / [Tpumecs D

Impurity E / TTpumecs E

Impurity F / TTpumecs F

Impurity RCT-3 / Ilpumecs
RCT-3

Any individual unidentified
impurity / Jlro6ast enuHHYHAS
HEUIEHTUQUIHPOBaHHAS
IPUMECh

0.01%/0,01%

0.03%/0,03%

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

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

Below LOD (LOD 0.014%) /
Hwxe npenena obHapysxenus (I10 =
0,014 %)

0.08%/0,08%

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

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

Below BDL (BDL= 0.05 %) / Huxe
niopora peructpanuu (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 %

Chiral purity / XapanoHast
YHCTOTA

Not detected / He o6Hapy>xeHa

S-isomer — not more than 1.5% /

S-uzomep — e 6oaee 1,5 %

Remarks : The Product confirms to ND/ Conclusion : APPROVED /
IIpumeuanue: [TponykT cooTBeTcTBYET TpeGoranmsam HJT 3aknrouenne: OAOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive / f )
[loarorosaexo: ﬂqg’ﬁ ITposepeHo: @ Onobpeno: Menemxkep / PyKOBOJII-IT_eﬂ_I;,K‘ ’
Date / 5pof |Date/ Py Date / Ap —>

Jlara: 2o« 20 JlaTa: 3\’-’0 LOV%" Jara: 2




Dr.Reddy’s ‘

CERTIFICATE OF ANALYSIS

CEPTHO®HUKAT AHAJIM3A

Product : Allerway film-coated tablets 5 mg
[pogyxr: Anaepeaii Tabnerky, MOKPLITEIE TUIEHOYHOH 000404KOH, 5 MT

Market / PoiHoK

: Russia / Poccus

Batch No. / . 2512982 Batch Quantity / . 1040300 tab /

Cepusa Ne Pasmep cepun 1040300 ta6

Analytical Report No. / . Date of Analysis /

Ananmraaecknii oraer No : 890001845067 Tl anannsa : 31/10/2025

Date of Manufacture / . Date of Expiry / i

e —— : 23/09/2025 Toen 10 : 31/08/2028

Mifg. License No. /

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

Analysis performed according ND No / Ananu3s nposesen no HJI Ne: JITI-Ne(001333)-(PI-RU) dt. 15.11.23 /
JHI-Ne(001333)-(PT-RU) or 15.11.23

Page4of 6/ Crp. 4 36

8 | Loss on drying / IloTeps B 25%/2,5% Not more than 6.0 % / He 6ouee 6,0 %
Macce IPH BLICY IHBAHHH
9 | Microbiological purity*/ Mukpo6uoJioruyeckast 4ucTOTa™
a) Total Aerobic Microbial 10 CFU/g/ Not more than 10" CFU/g /
Count / Ob1uee yucno 10 KOE/r He 6onee 10° KOE/r
a3pOOHBIX MHKPOOPraHHU3MOB
b) Total Combined Yeast and Less than 10 CFU/g/ Not more than 10* CFU/g /
moulds count / O6uiee yuciao Menee 10 KOE/r He 6osee 10? KOE/r
JIPOMOKEBBIX H TLIECHEBBIX
rpnboB
¢) Escherichia Coli Absent in 1 gram / Shall be absent in 1 gram /
OrcyrctByerB 1 1 OrcytctBue B 1 1
10 | Uniformity of dosage units / Acceptance value (AV) should not be more
OauopogHocTh 36/3.6 than 15.0./ Tlokazatens npuemsiemoct (AV)
J03HPOBAHHUS T IoJokeH ObITh He 6onee 15,0.
11 | Assay / KortnuyecTBeHHOe Between 4.75 mg and 525 mg of
onpenaeJieHHe 4.92 mg/ 4,92 mMr levocetirizine dihydrochloride per tablet. /
Ot 4,75 Mr go 5,25 Mr neBOUETHPU3UHA
JUTCHIPOXJIOpUAA B TabJeTKe.

Remarks : The Product confirms to ND/
Ipumeuanne: IIponykT cootBeTcTBYeT TpeboBanusm HJJ

Conclusion : APPROVED /
3akmoyenue: OJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive / ¥ )
IMogrororyeHo: & - [TpoBepeHo: L@_ Onobpeno: Menemxep / l’yxanonlijgﬂg,_& ;
Date / Date / Date / —_

Hara &) —Ilo - 2098 Jara: - 102005 Jara: 21D —>0¥Y
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Dr.Reddy’s €&

CERTIFICATE OF ANALYSIS

CEPTHOHKAT AHAJIU3A

Product : Allerway film-coated tablets 5 mg
ITpoayxT: Annepesii TadneTky, NOKPHITHIE TIEHOYHON O0OMOYKOIL, 5 M

Jauuensusa Ne

Market / PoiHok : Russia / Poccus

B.atch No./ . C2512982 Batch Quantity / . 1040300 tab /

Cepun Ne Pasmep cepun 1040300 ta6

Analytical Repovrt No./ . 890001845067 Date of Analysis / . 31/10/2025
AHanuTHYEeCKHI oTyeT No Jdarta anaausa

l_)ate of Manufacture / : 23/09/2025 Date of Expiry / . 31/08/2028

Jlara npon3Bojacrsa Tomen no

Mfg, License No. /

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

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

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

PageS5of6/Cip.5u36

12 | Packaging / YnakoBka

10 tablets in a (PVC/AI/PVC) foil /
aluminum foil blister. 3 blisters with
patient information leaflet in a
carton pack. / [lo 10 Tabrerok B
6;ncrep u3 (ITA/AJU/TIBX) donbru
/ amoMuHueBoit doneru. Ilo 3
O/McTepa BMecTe ¢ HHCTPYKIMEH 110
MPUMEHEHHIO (mcTKOM-
BKJIaABILIEM) B IAUKY 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.

/ o 7 wmu 10 TabneTok B Gmucrep u3
(IIA/AJITIBX) domern / amoMuHueEBOi
¢oneru. Io 1, 2 wnu 3 Gnucrepa BMecTe ¢
HHCTPYKIMEH MO NpPUMEHEHHIO (JIUCTKOM-
BKJIJbIIEM) B MUKy 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.
* I1poBOAUTCS NPOU3BOAMTENEM NPH BBITYCKE MEPUOAMUECKH (C HHTEPBATOM OIHO HCnbITanye Ha 10 cepuit nin e Menee 1 pasa B rog).

[Mokazatens MoxeT ObITH HE BKIIIOUEH B cepTH(UKAT aHanu3a GupMel

API name / HaumenoBanue APC:

Levocetirizine dihydrochloride / JleBoneTupusita JUIHAPOXIOPULL

Levocetirizine / JleBoreTHpU3UH

Homep cepuu cy6cTaHIHI
npousBoautesi I'JID:

INN / MHH:

API manufacturer batch number / ACRHO004524 & ACSH001894
Homep cepun npouspoaurens APC:

FP Manufacturer API Batch number / FCSA00407 & FCSA01102

IIpon3sogntenas APC, crpana:

API Manufactured by & country/

Dr. Reddy's Laboratories Ltd., India /
H-p Pennu’c Jlabopatopuc JIta., Auans

Remarks : The Product confirms to ND/
Ipumewanue: [IpoaykT cooTBeTCTBYET TpeboBanusm HJT

Conclusion : APPROVED /
3akmouenne: OJJOBPEHO

Prepared by / 5 Checked by / Approved by: Manager/Executive/ v )

MoarotoBneHo: 5:$/ - IIposepeno: Z@ OmnobpeHo: Menemxep / Pylcoanm!Tejllg,{%-“
=\

Date / _ 903 | Date/ = Date / P

Jara: 1O Hara: 2,‘ F10-101NS Hara: 20—
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Dr.Reddy’s €

CERTIFICATE OF ANALYSIS
CEPTHD®UKAT AHAJIM3A

Product : Allerway film-coated tablets 5 mg

Mponyir: Ansiepsaii TaGieTkH, MOKPHITHIE MIEHOYHON 000M04KOI. 5 Mr

Market / Poinok : Russia / Poccus

Batch No. / . C2512982 Batch Quantity / . 1040300 tab /

Cepiin Ne ) Pazmep cepun * 1040300 Ta6

Analytical Report No. / . Date of Analysis /

AHajanTHueckuii oTyer Ne 1 890001645067 Jara anajguza g SLINE0D

Date of Manufacture / . Date of Expiry /

Jata npon3soacTsa +281092025 Tozen 1o : 31/08/2028

Mfg. License No. / -
TlpoussoacTBennasn : 59/RR/AP/97/F/R MA number: / Homep PY : JIII-Ne(001333)-(PT'-RU)
Juuenszus Ne

Analysis performed according ND No / Avanus nposeaen no HJI Ne: JITI-Ne(001333)-(PI'-RU) d¢. 15.11.23 /
JITT-No(001333)-(PT-RU) ot 15.11.23

Page 6 of 6/ C1p. 6 u3 6
Survey Ne41, (Formulations Technical Operations - Unit-IIT),

?;‘I‘:lea;l‘l‘f‘:lﬁf;lz‘g‘t:‘l‘t’:‘/zg‘l’l‘t‘r?sﬁ’: ) Bachupally Village, Bachupally Mandal, Medchal Malkajgiri District,
Release site / Bachupally (V), Bachupqlly (M), Medchal-Malkajgiri (Distr.), Telangana
Haumenosanue, anpec H Homep State, India (License No 59/RR/AP/97/F/R)

P — nnon;amm Yuacrok Ne 41, (IIpoussoacteennoe noapasaenenue-10), Bauynaniu
oCymecTBsom el ’ Bunnanx, badynannu Mannan, Meauan Mankamkrupu JucTpukr,
bauynannu (B), baaynanu (M), Menuan-Mankamxrupu (JT), wrrar
POH3BOACTBO/KONTPOIIE Tenanrana, Unnusa (JInnensus Ne 59/RR/AP/97/F/R)
KadecTBa/Bhinyck 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.

3aKroYeHne O COOTBETCTBUH: «HacTosamuM s noaTsep ato, 4To NPUBEICHHAs BbIlle HHPOPMALMA ABJISETCS AOCTOBEPHOM
¥ TOUHOM. DTa cepust MPOLYKIHH NPOU3BEAEHA (BKJIIOUAs YIIaKOBKY (MApKHPOBKY) H KOHTPOJIb KAY€CTBA) Ha BBILIEYKA3AHHOM
NPOU3BOACTBEHHOH miomanke (IUIOLUIaAKax) B [MONHOM COOTBETCTBHMM C TpeboBaHusaMu [lpaBun Haanexarei
npousBoacTBeHHoH mpakTuku (NeGMP-01887/21/IN ot 28 ampens 2021) m TpeboBaHMSMH KOHTPOJS KauyecTBa
JIEKapCTBEHHBIX CPEJCTB, a TAKXKE B COOTBETCTBHH CO CNEUMMUKALUSIMY, COACPKAIIAMHUCST B PETMCTPALMOHHOM JOChe
CTpaHBI-UMIOpPTEPa. 3alUCH 1O IPOH3BOACTBY, YMAKOBKE W aHAIN3y IIPOBEPEHBI, W YCTAHOBJIEHO MX COOTBETCTBHE

TpeboBanusM [Tpaun Haanexanielt MPOU3BOACTBEHHOM NPAKTUKH.

Conclusion : APPROVED /

Remarks : The Product confirms to ND/
3akmouenne: QJOBPEHO

Ipumeuanne: [IpogykT cooTBeTcTBYET TpeboBaHmsIM H/J

Checked by / Approved by: Manager/Executive / 9

Prepared by / 2
[ToaroToBneHo: * ITpoBepeHo: L@ Onobpeno: Menemxep / P_\azcosom_,-:-egg,f,-.

2

Date / Z|— 10 - ool Date / 11 T Date / Qv\Df—VD’Vﬂ/

Jara: Hara: Jara:




