Dr. Reddy's Laboratories Ltd.
Formulation Unit-6

e '
Dr. Red dy,s ‘,... Vill. Khol, Nalagarh Road, Baddi,

Distt. Solan, H.P., 173 205, IND!A
Tel : +91 98166 56001-02
www.drreddys.com

CERTIFICATE OF ANALYSIS
CEPTH®HKAT AHAJIM3A

Page 10f10/Crp. 1 13 10

Product : Ibuclin, film-coated tablets, 400 mg + 325 mg
IMpoayxr: W6ykmuu®, TabneTkn, moKpsIThIe MIeHOYHOM 06osouKoii, 400 Mr + 325 mMr

Market / PeiHok :Russia / Poccus

Batch No / , Batch Quantity / _ 800000.0 tab /

Cepns N & et O6bem cepry " 800000.0 Tab

Analytical Repoj-t No/ . 040002732540 Date of Analysis / . 21.11.2024
,_Aﬂanwmqeclcnu oTuer Nt Hdarta anaaun3za

Date of Manufacture / < 10/2024 Date of Expiry / . 09/2029

JaTa npon3BoICTBA T'onen no

Mfg. License No. / MA number: /

Ilpon3BoxcTBEHHAS : MNB/05/263 o . : JIII-Ne(003654)-(PT'~-RU)

Homep PY
aunen3us Ne Sl I

Analysis performed according ND: / Anaau3s nposenen o HJI: HH—N9(003654)—(ITI‘-ﬁU)-101123

Ne |Test/Iloxa3aTenn Results/ Pe3yabTaThl Specification / Hopma
Appearance / Orange film-coated, capsule-shaped, |Orange film-coated, capsule-shaped, one-side
1 |OnHcaHHe one-side scored tablets; white core at | scored tablets; white or off-white core at the
the cross-section. / Tabnerku cross-section. / TabneTku KancyIoBAOHONR

Karcy10BuKHON (OPMBI, NOKPHITHIE | HOPMBI, TOKPHITHIE IIEHOYHOR 060109KOH
IIEHO4AOH 0B0JIOHKOM OpPaHXEBOro |OpaHKeBOro LBETA, C PUCKOI Ha ONHOH CTOPOHE;
1IBETA, C PUCKOI Ha OJIHOH CTOPOHE; |Ha NonepeYHoM paspese — AApo benoro HiM

Ha MoMepe HOM pa3pese — AApo nouryi 6enoro BseTa.

6eioro ngera.

Remarks : The Product conforms to ND/ Opinion : APPROVED

ITpumeyanne: [IpoayKT cooTBeTCTBYET TpeGoBaHuaM HJT 3axmoyenue: OflTOBPEHO

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

[Moarorosneno: Santosh Kumar | IIposepeno: Pawan Kumar '/Ono6peno: Metiekep /

Maurya @vﬁ 4 Pykosozutens | |Abhishek Chauhan
A Sk i

Reprint Date: Reprint Date:  ~ Reprint Date:

Jata: 21.11.2024 Hara: 21.11.2024 Jara: 21.11.2024

Registered OFffice: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 560034, Telangana, India
Tel. =51 40 41900 2960, Fax: +91 40 4200 2999, Ernail: maii@drrzddys.com
CIN: L85135AP19S4PLCA0ASDT
wwadreeddyz.com




Dr.Reddy’s ‘g‘

Dr. Reddy's Laboratories Lid.
Formulation Unit-6

Vill. Khol, Nalagarh Road, Baddi,
Disit. Solan, H.P., 173 205, IND!A
Tel : +91 93166 56001-02
wwiw.drreddys.com

CERTIFICATE OF ANALYSIS
CEPTUDUKAT AHAJIM3A

Page 2 of 10/ C1p. 2 m3 10

[Product : Ibuclin, film-coated tablets, 400 mg + 325 mg
Ipoaykt: H6yxknuu®, Tabrerku, nokpoiThie mieHosHoi 060104Koi, 400 Mmr + 325 mr

Market / PbIHOK :Russia / Poccus

Batch No/ . Batch Quantity / _ 800000.0 tab /

Cepnsi No il O0bem cepun ' 800000.0 Tat

Analytical Report No/ . 040002732540 Date of Analysis / . 21.11.2024

AnajuTHyeckKnii oTyeT Ne JaTa anannza

Date of Manufacture / . 10/2024 Date of Expiry / . 09/2029

JaTa npou3BoJcTBA Topen o

Mfg. License No. / MA ber: /

TMpouzBoAcTBeHHAS - MNB/05/263 " © JITI-Ne(003654)-(PT-RU)
Homep PY

JHueH3us Ne

Analysis performed accomng ND: / Anaju3s npoBegen mo HJ: JIH-N9(003654)—(P_F—1§J)-T)1123

2 |Identification /
TloaMHHOCTD

Complies as prescribed/
CootBeTcTBYET

The retention times of the main peaks on the
chromatogram of the test solution should
correspond to the retention times of the peaks on
the chromatogram of ibuprofen and paracetamol
reference standards solution (section Assay) /
BpemeHna ynepKHBAaHHA OCHOBHbIX TNHKOB Ha
XpOMATOTPAaMME HUCTIBITYEMOTO PacTBOPa JOJDKHBI
COOTBETCTBOBATh BpEMEHAM YIEPHUBAHHUA ITHKOB
HAa XpOMAaTOrpaMMme pacTBopa CTaHAAapPTHEIX
obpasuoB uGynpodera u mapauetamona (pasgen
«KON4ECTBEHHOE OMpENeNIeHNEe)

3 |Average tablets weight / 972.1 mg/972.1 Mr 940.9 mg to 999.1 mg
Cpenguss mMacca TabaeTox (970.0 mg+ 3.0 %) /
Or 940,9 M o 999,1 MT

(970,0 mr £ 3,0 %)

4 |Disintegration /
PacmaaaeMocthb

06 min 19 sec/ 06 MuH 19 cek

Not more than 30 min /
He 6onee 30 MuH

Remarks : The Product conforms to ND/
Ipumeuanne: IlpoayxT coorBeTcTBYET TpeboBanuam HJJ

Opinion : APPROVED
3axawuenne: OJOBPEHO

Prepared by /
INoarorosneHo: Santosh Kumar
Maurya 3

Checked by /
Ipogepeno: Pawan Kumar

Approved by: Manager/Executive

/Opo6peno: Mepemiep /

PykoBoauTens IAbhishckPChauhan
- i

\

N

Reprint Date:
Jara: 21.11.2024

Reprint Date:

JHara: 21.11.2024

Reprint Date:
Jata: 21.11.2024

Registered Office: 8-2-3237, Road No. 2, Banjara Hills, Hyderabad - 560034, Telanganz, India
Tel. +51 40 4500 2S00, Fax: +51 0 4900 2929, Email: maii@adrraddys.com
CIM: L351354P19S4FLL004507

wwesdireddys.com




Dr.Reddy’s ":’.

CERTIFICATE OF ANALYSIS
CEPTH®HKAT AHAJTH3A

Dr. Reddy's Laboratdries Ltd.
Formulation Unit-6

Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDIA
Tel : +91 98166 56001-02
www.drreddys.com

Page 3 of 10/ Ctp. 3 13 10

Product : Ibuclin, film-coated tablets, 400 mg + 325 mg

Mpoayicr: M6ykauu®, TabneTky, MOKPHITHIE IICHOYHOI 060109K0#, 400 Mr + 325 mr

Market / PerHoK ;Russia / Poccus

Batch No / ] Batch Quantity / . 800000.0 tab /

Cepust Ne 2 V2402384 O06neM cepuM " 800000.0 Ta6

Analytical Report No/ . 040002732540 Date of Analysis / . 21.11.2024

AHagnTHYecKn# oTyeT No JlaTa anasansa

Date of Manufacture / . 10/2024 Date of Expiry / . 09/2029

JlaTa npon3BoacTBA ToseH a0

Mfg. License No. / MA number: /

ITponzBoxcTBeHHas : MNB/05/263 TR : JIII-N2(003654)-(PI'-RU)
Homep PY

Junen3ng Ne

Analysis performed according ND: / Ananns nposegen no HJI: JITI-Ne(003654)-(PI'-RU)-101123

5 |Dissolution /
PacTBOpeHHe

101% to 104%

100 % to 103%

Not less than 70% (Q) of C3HisO2 (ibuprofen)
after 30 win /
He menee 70 % (Q) Ci3Hz0, (nbynpoden) uepes
30 MuH
Not less than 70% (Q) of CsHoNO: (paracetamol)
after 30 min /
He menee 70 % (Q) CgHyNO:; (nmapaueramon)
yepes 30 MuH

Remarks : The Product conforms to ND/

Opinion : APPROVED

IIpumeuanne: ITpoxykT cootBercTBYeT TpeGoBanusam H]| 3axmouenue: OJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive
[oarorosneno: Santosh Kumar | Ilposepeno: Pawan Kumar /Opno6peno: Mehemkep /

Maurya @

—

R

PykoBojutens |

_bhishck‘Chauhan

\

.Reprint Date:
Hara: 21.11.2024

Reprint Date:

Jlata: 21.11.2024

1y

Reprint Date:
JlaTa: 21112074

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabadi - 500034, Telangzna, Indis
Tel. +61 40 4900 2960, Fax: +91 4 4300 2999, Ernail: inaii@drrzddys.com

CIN: L35135AP19S4PLCI04507
wwvedrraddys.com




Dr.Reddy’s €¢

Dr. Reddy's Laboratories Ltd
Formulation Unit-6

Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDiA
Tel : +91 98166 56001-02
www.drredays.com

CERTIFICATE OF ANALYSIS

CEPTHOUKAT AHAJIU3A

Page 4 0of 10/ Ctp. 4 ;3 10

Product : Ibuclin, film-coated tablets, 400 mg + 325 mg
Mponykr: MGyxkmn®, TabeTky, NOKPHITHIE IIeHOYHOH 06oa0vKoii, 400 Mr + 325 Mr

| Market / Poinox :Russia / Poccus
Batch No / ] : Batch Quantity / . 800000.0 tab /
Cepus No e O6beM cepHH " 800000.0 tab
Analytical RepOj't No/ - 040002732540 Date of Analysis / . 91.11.2024
AnanuTHyecKHii oTuet No JlaTa anaamn3a
Date of Manufacture / - 10/2024 Date of Expiry / . 09/2029
JaTa npoM3BOICTBa T'onen o
Mifg. License No. / MA number: /
NponspoacTReHHan : MNB/05/263 N ) : JIII-Ne(003654)-(PT-RU)

Homep PY
JIHueH3Hs No

Analysis performed according ND: / Auanus nposeaen no HI: JITI-Ne(003654)-(PI'-RU)-101123

6 |Related substances / 0.0004% 4-aminophenol (paracetamol impurity) - not more
PoacTBeHHbIE TPHMECH than 0.005% /
Method 1/ Metog 1 4-amuHoQeHon (NpHMech Tapalueramosnia) He
6onee 0,005 %
Method 2 / Meton 2 Any individual impurity (of ibuprofen or
D07 EIDIL AR paracetamol) - not more than 0.3% /
perucTpanui Jiobast eguHu4Has nprMech (MOympodeHa wumm
napaneramona) He 6onee 0,3 %
Total impurities (Method 1+ Method 2) - not more
than 0.7% / Cymma npumeceii (Meron 1+ MeTtox
0.0004% 2) "e 6onee 0,7 %
7 |Water / Boga 1.6 % Not more than 5.0% /
(= He 6omnee 5,0 %

Remarks : The Product conforms to ND/
Ipumeuanue: [TpogyxT cootBeTcTBYET TpeboBanusam HJI

Opinion : APPROVED
3akmiouenne: OJJOBPEHO

Prepared by /

Maurya

IToxrotosneno: Santosh K_Enar

Checked by /
[Tposepeno: Pawan Kumar

—_—

Approved by: Manager/Executive
/Ono6peno: Mengwiep /
PykoBoautens %\ hishek (ihau-han
\ =
X

Reprint Date:
Jara: 21.11.2024

Reprint Date:
Jara: 21.11.2024

Reprint Date:
Hara; 21.11.2021

Registered Office: 8-2-337, Road No. 3, Banjzra Hills, Hyderabad - 560034, Telangana, India
Tol +G1 40 4900 2500, Fax: +51 4C 4900 2929, Email: maii@drrzddys.com
CIM: LB5135AP19S4PLCD0OGEDT

wwyadireddys.com




Dr.Reddy’s €3¢

Dr. Reddy's Laboratories Ltd.
Formulation Unit-6

vVill. Khol, Nalagarh Road, Baddi,
Disit. Solan, H.P., 173 205, INDIA
Tel : +91 98166 56001-02
wwny,drreddys.com

CERTIFICATE OF ANALYSIS
CEPTUO®HKAT AHAJIH3A

Page Sof 10/ Ctp. 5 n3 10

Product : Ibuclin, film-coated tablets, 400 mg + 325 mg
Mpogyrr: Moyrann®, Tabaerkn, MOKpPLITHIE TUIEHOYHOH 060101 K0T, 400 Mr + 325 mr

Market / Puinox :Russia / Poccus
Batch No / . Batch Quantity / _ 800000.0 tab/
| Cepus Ne R O0bem cepun *_800000.0 Tab
IO L WO . 040002732540 Date of Analysis/ . 5, 1) 5094
AnamurHyecknii oruer No JlaTa anaau3a
Date of Manufacture / - 10/2024 Date of Expiry / . 09/2029
JlaTa opou3BOACTBA I'osien no
Mfg. License No. / MA. ber: /
IIpousBogcTBEHHASA : MNB/05/263 H mu;’lyer. : JIII-Ne(003654)-(PI'-RU)
JuueH3Ha Ne L9y

| Analysis performed according ND: / Ananns nposenen no HJL: JITI-Ne(003654)-(PI'-RU)-101123

8 |Uniformity of dosage
units /
OOHOPOQHOCTh
ZIO3MPOBAHHA

- ibuprofen / u6ynpoden

|- paracetamol /
napaueTamort

1.6

1.6

Acceptance value (AV) should be not more than
15.0 /Iloka3atens npueMieMocTH (AV) 1omxkeH
6BITH HE Oosee 15,0

Acceptance value (AV) should be not more than
15.0 / TTokazatens npueMneMocTH (AV) A0JDKeH
ObITh He Oonee 15,0

Remarks : The Product conforms to ND/
Hpumeuanne: [Ipoaykr coorsercTByet TpeboBanusam HI

Opinion : APPROVED
3akaouenne: OJJOBPEHO

Prepared by /
[ToarorosneHo: Santosh Kumar

Maurya t%‘

-

Checked by /
[Iposepeno: Pawan Kumar

_f_

Approved by: Manager/Executive
/Ono6Gpeno: Mepekep /
Pykosogutens bhishei( Chauhan

Reprint Date:
Hata: 21.11.2024

Reprint Date:
Hara: 21.11.2024

Reprint Date:
Hara: 21.11.2024

Pepistertd Office: 8-2-337, Road No. 3, Banjara Hills, Hydersbad - 560034, Telangznaz, Indiz

Tel, 6144031500 2

CIN: L85195AP1984PLCN04STT
wwvndreddys.com

qp0, Fax: +91 40 4900 29¢9, Email: mail@drredays.com




Dr.Reddy’s ".'..‘

CERTIFICATE OF ANALYSIS
CEPTHOHKAT AHAJIA3A

Dr. Reddy's Laboratories Ltd.
Formulation Unit-6

Vill. Khol, Nalagarh Road, Baddi,
Disit. Solan, H.P,, 173 205, INDIA
Tel : 491 98166 56001-02
www.drreddys.com

Page 6 of 10/ C7p. 6 i3 10

Product : Ibuclin, film-coated tablets, 400 mg + 325 mg
Opoaykr: Hoyrnnn®, TabaeTrn, NOKpLITLIE NIeH0YHOK 06os0uKoii, 400 mr + 325 mr

Market / PeIHOK :Russia / Poccus

Batch No / . Batch Quantity / ~ 800000.0 tab /

Cepua Ne Ve O6nem cepnn © 800000.0 Tab

Analytical Repourt No/ . 040002732540 Date of Analysis / - 21.11.2024

AHanuTHYecKkmii oTuer No Jara anannsa

Date of Manufacture / . 10/2024 Date of Expiry / . 09/2029

JlaTa mpou3BoOACTBA T'oxen 10

Mfg. License No. / MA number: /

IIpouzBoacTBeHHAsA : MNB/05/263 ¥ JITI-Ne(003654)-(PT-RU)
Homep PY

JuneHsnd Ne

Analysis performed according ND: / Ananus nposejen mno HJT: JIT-Ne(003654)-(PT-RU)-101123

9 |Microbiological purity* /
MuxpoGuonorn4ecKan
yureTOTA*

a) Total aerobic microbial
count / Obtee yucno
23pOoBHBIX
MHMKpPOOPIaHHU3MOB

b) Total combined yeasts
and mould count / Ob1wee
YMCIIO APOKKEBHIX
JIECHEBBIX rpHGOB

¢) E. coli

NA

NA

NA Shall be
1r

Not more than 1000 CFU/g/
He 6onee 1000 KOE/r

Not more than 100 CFU/g /
He 6onee 100 KOE/r

absent in lg / OTtcyrctBHE B

Remarks : The Product conforms to ND/ Opinion : APPROVED
Ipumeuanne: ITpoaykt cootsetcrByet TpeGopanmsaM HJT 3axmovenne: DJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive
TogrotosneHo: Santosh Kumar | I[Tposepeno: Pawan Kumar /O po6pero: Meueuiep /

Maurya 0 PyxoBoautenn Abhlshc% Chauhan

Reprint Date:
Jlara: 21.11.2024

Reprint Date:
Hara: 21.11.2024

Reprint Date:
Ilara: 21.11.2024

Registered Office: 8-2-

337, Road No. 3, Banjara Hills, Hyderabad - 560034, Telangana, India

Tal, +51 43 4900 7960, Fax: +51 40 4200 2999, Email: mali@drrecdys.com

CIN: LBS51954P19S4PLCN04507

wyeadirecddys com




Dr.Reddy’s “:‘

Dr. Reddy's Laboratories td.
Farmulation Unit-6

Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P.,, 173 205, INDIA
Tel : +91 93166 56001-02
www.drreddys.com

CERTIFICATE OF ANALYSIS
CEPTUOHUKAT AHAJIM3A

Page 7 of 10/ Ctp. 7 ;3 10

Product ;: Ibuclin, film-coated tablets, 400 mg + 325 mg
Mpoaykr: H6yicnnn®, TabaeTkn, NOKPLITLIE NeH0YHO ofomouKoii, 400 Mr + 325 Mr

Market / PoiHOK

:Russia / Poccus

Batch No / y Batch Quantity / ~ 800000.0 tab /

Cepus No A V2aash O6beM cepun " 800000.0 Tab

Analytical Repo:‘t No/ . 040002732540 Date of Analysis / . 21.11.2024
'_Aua.uuanecKuu orver Ne llaTa ananusa

Date of Manufacture / . 10/2024 Date of Expiry / . 09/2029

Jata npon3BofcTBa . T'ogen no

Mfg. License No. / MA number: /

IIpouzsojcTBenHasn : MNB/05/263 DY ¢ JII-Ne(003654)-(PI'-RU)

Homep PY
JHIeH3us Ne

Analysis performed according ND: / Anaans nposeaen mo HJL: JIII—;N'Q(003654)-{PF-RU)—101123

10

Assay / KonnuecTBeHHOE
onpeaencHue

401.6 mg/401.6 Mr

326.14 mg/326.14 mr

360.0 to 440.0 mg of Ci3Hi302 (ibuprofen) per
tablet /

Ot 360,0 mMr 10 440,0 mr Ci3H 802 (6ynpoden) B
tabnetke

292.5 to 357.5 mg of CsHoNO; (paracetamol) per
tablet /

Ot 292,5 mr g0 357,5 mr CsHoNO, (napaueramon)
B TabneTke

11 | Package / ¥YnmakoBka 10 tablets in PVC/Al blister, 1 |10 tabletsin PVC/Al blister. 1, 2 or 20 blisters and
blister and a patient information |a patient information leaflet in a carton. / ITo 10
leaflet in a carton. / ITo 10 Tabnetox |Ta6nerok B I[IBX/Al Gmucrep. Io 1, 2 wam 20
B [IBX/Al 6nucrep. ITo 1 6iaucrepy |6nucTrepoB B Nayky KapTOHHYIO BMECTe C
B [a4Ky KapTOHHYIO BMECTE C |MHCTPYKLHEH IO MpUMEHEHHIO.
HHCTPYKUHEH M0 NPUMEHEHHIO.
12 | Labeling / MapknpoBka | According to ND. / B coorserceru ¢ HIL
13 | Storage conditions / At temperature not more than 25 °C. /
Xpanenue ITpu Temrepatype He Boiule 25 °C.
14 | Shelf life / Cpox 5 years / 5 ner
roIHOCTH

Note: References in the normative document are given to the Rus. Ph XIV,

Remarks : The Product conforms to ND/ Opinion : APPROVED

Npumeyanue: [Ipoxykr coorsercreyer TpeGoBanuam HJI 3axmtodenue: OJOBPEHO

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

[ToarorosneHo: Santosh Kumar | IIpoeepeno: Pawan Kumar /Onobpeno: Mé ieoKep /

Maurya /) Pykosomutens Abhishelg Chauhan
= ’4_2.’_ % _/__. .

Reprint Date: Reprint Date: : Reprint Date:

Jarta: 21.11.2024 Hara: 21.11.2024 Hara: 21.11.2024

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabadi - 500034, Telangana, India
Tol, +51 40 4900 2500, Fax: 41 40 4900 2999, Email: maii@drreddys.com
CIM: L851954P1954FLCA04507

wwvdireddvi.com




Dr.Reddy’s ":‘.

CERTIFICATE OF ANALYSIS
CEPTHOHUKAT AHAJIM3A

Dr. Reddy's Laboratories Ltd.
Formulation Unit-6

Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P.,, 173 205, INDIA
Tel : +91 93166 56001-02
www.drreddys.com

Page 8 of 10/ Ctp. 8 m3 10

Product : Ibuclin, film-coated tablets, 400 mg + 325 mg
Hpoayicr: Hoyxamu®, Tabiierkn, noKpbLIThe I1eHoYHO# 060J04K0H, 400 MT + 325 Mr

Market / Peinok :Russia / Poccua

Batch No / ’ Batch Quantity / ~ 800000.0 tab /

Cepust Ne V2402354 O6bem cepHU " 800000.0 Tab

Analytical Report No / - 040002732540 Date of Analysis / . 21.11.2024

AHasnTHYecKHi oTyeT Ne Harta anaamsa

Date of Manufacture / . 10/2024 Date of Expiry / . 09/2029
JlaTa npon3BOJCTRA T'onen no

Mfg. License No. / MA number: /

IponsBoACTBEHHAs « MNB/05/263 ek : JITI-N2(003654)~(PT-RU)

Homep PY
JIHIEeH3Hs Ne

Analysis performed according ND: / Auaan3s nposeses mo FLI: JIH—N9(003654]—(PI"-RU)-101123

* performed by the manufacturer at release periodically: every 20-th batch or at least once a year. The
parameter may be absent from the Company's certificate of analysis.
[Ipumeuanne: CChUTKH B HODMATABHOH JOKYMEHTALUH npuBenenst Ha 'O PO XIV.

* [TpOBOAKMTCA MPONU3BOAUTESEM IIPH BBITYCKE NEPHOAMUECKH: I Kaxaoi 20-0it cepum unu He MeHee | pasa B
rofl. [TokasaTenb MOXeET GbITh He BKIIO4YEH B cepTHOHKAT aHanH3a GUPMLL.

API name / Haumenosanue ADC: ~ Ibuprofen/ H6ynpoden Paracetamol / [lapalieramonn
INN / MHH: Tbuprofen / 6ynpoden Paracetamol / [TapaueramMon
A e ey DaieL anber / PIBM240160 4287/24-25, 0541/24-25
Homep cepunt nponseoauteisi ADC:

FP Manufacturer API Batch number /

Homep cepun cyGcTaHIMH TPOM3BOJHTENS FERA00525 FERAO00441, FERA00530

I'JI®;

API Manufactured by & country /
Ilponzeoautenb ADC, cTpana:

Solara Active Pharma Sciences
Limited, India / Conapa DxTuB
®apma CaiieHcu3 JInmHTER,
Hnaus

Sri Krishna Pharmaceuticals
Limited, India / llpu Kpuinna
®apmacbioTHKaNC JIUMHTEL,
WUnpus

Remarks : The Product conforms to ND/
IIpumeuanne: ITpoaykT cooTBeTcTBYET TpebopaHmsim HT

Opinion : APPROVED
3axaoucane: OJOBPEHO

Prepared by /
[Toarorosieno: Santosh Kumar
Maurya

Checked by /
IposepeHo: Pawan Kumar

7

Approved byy Manager/Executive
/OnobpeHo:
PyKoBOAHTEE

\lenemkep /

Reprint Date:
JlaTa: 21.11.2024

Reprint Date:
Hara: 21.11.2024

Abhishcl-& Chauhan
_'_F/- - ]

Reprint Date:
Jlara: 21.11.2024

Registered Office; 8-2-23
Tel. +61 40 4900

2,
2900, Fax: +91 4C 4300 2999, Ermnail: maii@drreadys.com

Road Na. 3, Panjara Hills, Hyderabad - 500034, Tetangzna, India

CIM: L851354P1954FPLCO04507
wandrreddys.com




Dr, Reddy's Laboratories Ltd.
Formulation Unit-6

De .
v ". Vill. Khol, Nalagarh Road, Baddi,
Dr’ Reddy S Ne Distt. Solan, H.P., 173 205, INDIA
Tel : +91 98166 56001-0Z
www.drredays.com

CERTIFICATE OF ANALYSIS

CEPTHDOUKAT AHAJIN3A
Page 9 of 10/ Ctp. 9 13 10

Product : Ibuclin, film-coated tablets, 400 mg + 325 mg
Ipoayxr: Hoyxann®, TabneTKA, NOKPHITHIE IIEHOYHOH 000109K0i, 400 Mr + 325 mr

Market / Perfok :Russia / Poccus

Batch No/ . Batch Quantity / _ 800000.0 tab /
 Cepua No RV2{R238% OGbeM cepHH " 800000.0 Tab

Analytical Repourt No/ . 040002732540 Date of Analysis / . 21.11.2024

AnanaTHyeckuii oTyeT No JlaTa aHanu3a |
Date of Manufacture / . 10/2024 Date of Expiry / . 09/2029

faTa npoH3BOACTRA T'open po

Mfg. License No. / MA number: /

IIpouseoacTBEHHAR : MNB/05/263 i < JITI-Ne(003654)-(PT-RU)

: Homep PY

JHuenszna No i |
Analysis performed according ND: / Anauns nposenes no HII: JITI-Ne(003654)-(PT-RU)-101123

Name, address, authorization No for  FP Dr. Reddy's Laboratories Ltd., India, Formulation Unit-6, Vill. Khol,
manufacturing site / Control site / Release Nalagarh Road, Baddi, Distt. Solan (HP) 173205, India (license No
site / MNB/05/263) /

HanmeHopaHHe, afpec, MTNLHEH3HSA 15 -p Penaw’c TaGoparopuc JIta., Muaus, [IpoussoncreeHHOe
IpouzBoacTBennan muomanka / Ilnomanxa noppasaenenue-6, Buiut. Kxons, Hanarapx Poya, Bajum, Jluctprukr
KOHTpoJa kadecTsa / [lmomanka BeITyCKa Conan, X.I1., 173205, Unaus (minenans somep MNB/05/263)

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 of the Eurasian Economic Union (No. GMP/EAEU/RU/00554-2022 dt.
02 September 2022) 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 of the Eurasian Economic Union is established».

3ak/10ueHne 0 COOTBETCTBHH: «HacToAMM 1 noATBepXalo, YTO NpHBEAeHHaA Bbille HHPOPMALs ABIACTCS
JI0CTOBEPHOH W TOWHOMN. DTa cepus MpOAYKIMH NpoW3BeAeHa (BIJIOYAs ynakoBKy (MapKUpOBKY) M KOHTpOJb
Ka4yecTBa) HA BbUIEYKA3AHHOM NPOM3BOJACTBEHHOH IuOmManKe (MIOLaAKax) B [OJHOM COOTBETCTBUM C
TpebosaHusmu [TpaBun Hamsexalueli NPOM3BOACTBEHHONW MPAaKTHKH EBPa3suiiCKOro 3KOHOMHYECKOro COHo3a (Ne
GMP/EAEU/RU/00554-2022 ot 02 cenTabps 2022) 1 TpeboBaHHAMHU KOHTPOJIA Ka4eCTBA JIEKAPCTBEHHDBIX CPEACTB,

RemarKks : The Product conforms to ND/ Opinion : APPROVED
Ipumeuanne: [IpogykT cooTBeTCTBYeT TpeboBanmam HJT 3axatouenne: OJJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive
IMogrotoeneno: Santosh Kumar | Ilpoepeno: Pawan Kumar /Onobpeno: Mduemxep /

Maurya ~ﬁ ) A\O\ PyxoBoauTeb | Abhjshckfhauhan
Reprint Date: Reprint Date: Reprint Date:

Iara: 21.11.2024 Hara: 21.11.2024 Jlara: 21.11.2024

Registered Office: 8-2-337, Road Na. 3, Eanjara Hills, Hyderabad - 500034, Telangana, India
Tol +81 G0 4900 2900, Fax: +91 40 4900 2999, Ernail: mali@drrediys.com
CIN: LR5195AP1984FLCN0O4S507
waswe deraddys.com



Dr.Reddy’s ":‘

Dr. Reddy's Laboratories Ltd.
Formulation Unit-6

Vill. Khol, Nalagarh Road, Baddi,
Disit. Solan, H.P.,, 173 205, IND!A
Tl +91 938166 56001-02

Wi drredays.com

CERTIFICATE OF ANALYSIS

CEPTHO®HUKAT AHAJIU3A

Page 10 of 10 / Ctp. 10 u3 10
Product : Ibuclin, film-coated tablets, 400 mg + 325 mg
Ipopyxt: Hoykanu®, Tabaerkn, nokpuiTse IWIeHodHol 060a0uKoi, 400 Mr + 325 mr
Market / PhIHOK :Russia / Poccus
Batch No / ; Batch Quantity / . 800000.0 tab /
Cepusi No i O6nem cepuu " 800000.0 Tab
Analytical Report No / . 040002732540 Date of Analysis / . 21.11.2024
AwanrTHYecKHii oTyeT Ne Jlara anannza
Date of Manufacture / . 10/2024 Date of Expiry / . 09/2029
Jata npon3BOACTBA T'onen no
Mfg, License No. / MA number: /
IIpouzBoacTBeHHAas ; MNB/05/263 i : JITI-Ne(003654)-(PT-RU)

Howmep PY

NHuen3Hs Ne
Analysis performed according ND: / Auanus nposcaen no HJL: JITI-Ne(003654)-(PT-RU)-101123

a TaxoKe B COOTBETCTBHH CO cneumbm(auuﬂmn, CoAepKallUMHCA B pErUCTPaLMOHHOM J0Chbe CTpalbI-UMIIOpTEpPA.
3anucu 1o NPOU3BOICTBY, YITAKOBKE W aHAJIU3Y IIPOBEPEHEI, U YCTAaHOBJICHO UX COOTBETCTBUE TpCGOBaHH}IM I"[paB'pm

Ha,unex(ameﬁ HpOHBBOﬂCTBCHHOﬁ NMPaKTHKH EBpﬁBMﬁCKOFO IKOHOMHYECKOTO COKO3ay.

Remarks : The Product conforms to ND/ Opinion : APPROVED

I pumeyanne: [IpOXYKT COOTBETCTBYET Tpeboparmam HI 3axmouenne: OOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive
IMoarotosneno: Santosh Kumar | [Iposepeno: Pawan Kumar /Ono6peno: Mekiemxep /

Maurya 2 Pykopomurens Mbhishek Ghavhan
Reprint Date: Reprint Date: Reprint Date:

Hata: 21.11.2024 Hara: 21.11.2024 Hara: 21.11.2024

Registered Office: 5-2-337, Road Na. 3, Banjara Hills, Hydaratad - 560034, Telangana, India
0 2900, Fas: 441 40 4300 2959, Ervail: inailddrrzddys com
CIN: 1a5AP195APLIG04507




