Dr.Reddy’s €3¢

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.drreddys.com

CERTIFICATE OF ANALYSIS
CEPTUDPHUKAT AHAJIU3A

Page 1 of 10/ CTp. 1 13 10

Product : Ibuclin, film-coated tablets, 400 mg + 325 mg
Mpoayxr: Uoykann®, TaGeTKH, IOKPHIThIE IIEHOYHOH 0601049K0ii, 400 Mr + 325 mr

Market / PeIHOK :Russia / Poccus

Batch No / . Batch Quantity / _ 800000.0 tab /

Cepus Ne + V2402373 O0bem cepun " 800000.0 126

Analytical Repovrt No / - 040002728226 Date of Analysis / - 22.11.2024

AHaJMTHYECKHH oTueT Ne JlaTa ananuza

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

JlaTa mpou3BoACTBa T'onen oo

Mfg. License No. / MA number: /

IipouzsoacTeenHas : MNB/05/263 ) : JIII-Ne(003654)-(PT'-RU)
Homep PY

aunensus Ne —

Analysis performed according ND: / Ananus nposegen mo HJI: JIII-Ne(003654)-(PT-RU)-101123

No TestﬁIOK_a:;aTe.nb

Results/ PesyabTaThi

Specification / Hopma

Appearance /
1 |Onucanne

Orange film-coated, capsule-shaped,
one-side scored tablets; white core at
the cross-section. / Tabnerku
KarcyJIoBUAHON GOPMBI, OKPHITHIE
MJIEHOYHOH 060JI04KOi OpaHXeBOro
1BETa, C PUCKOH HA OJJHOW CTOPOHE;
Ha [TOTIEPEYHOM Pa3pese — sApo
6enoro 1BeTa.

Orange film-coated, capsule-shaped, one-side
scored tablets; white or off-white core at the
cross-section. / TabneTky kancynoBUIAHON
(GbOopMbI, MOKPHIThIE MJIEHOYHOH 000JI0UKOH
OpaHXEBOTO [[BETA, C PUCKOH Ha OJHOI CTOPOHE;
HA MMONEPEYHOM paspese — siApo Oenoro Win
moyTH 0€JI0ro LBETA.

Remarks : The Product conforms to ND/
Ipumeuanue: [IpoaykT cootBeTcTBYET TpeboBaHusAM HJI

Opinion : APPROVED
3axiouenue: OJOBPEHO

Hara: 22.11.2024

Jara: 22.11.2024

Prepared by / Checked by / Approved by: Manpger/Exegutive
[Moarorosneno: Pravesh Rana [IpoBepeHo: Santo; Kumar /Onobpeno: Mene

f Maurya ( PykoBogutens
Reprint Date: Reprint Date: Reprint Date:

Hara: 22.11.2024

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500024, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4360 2999, Email: mail@drreddys.com
CIN: L85195AP1984PLCO04507

www.drreddys.com




Dr.Reddy’s €3¢

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

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

CERTIFICATE OF ANALYSIS
CEPTU®UKAT AHAJIM3A

Page 2 of 10/ Cp. 2 u3 10

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

Hpoayxr: Hoykaun®, Ta61eTKH, NOKPBITHIE IJIEHOYHOI 060,104K0M, 400 Mr + 325 Mr

Market/ Poinok :Russia / Poccust

Batch No / . Batch Quantity / ~ 800000.0 tab /

Cepus Ne & V2702513 Oo0bem cepun " 800000.0 Tab

Analytical RepOft No/ - 040002728226 Date of Analysis / . 92.11.2024

AHaJHTHIeCKHH oTueT No Hara anaanza

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

JlaTa mpou3BOACTBA I'onen no

Mfg. License No. / MA number: /

HpoussoacTBeHHast : MNB/05/263 ) . JITI-Ne(003654)-(PI'-RU)
Homep PY

Junen3us Ne

Analysis performed according ND: / Anaius l'lpOBe_lIeH mo HJI: JITI-Ne(003654)-(PI'-RU)-101123

Complies as prescribed/
CooTBeTCTBYET

2 |Identification /
IToamuHHOCTH

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) /
BpemeHa yaepkWBaHHMS OCHOBHBIX IIMKOB Ha
XpoMaTorpaMme HCIBITYEMOIO paCTBOPA JOJIKHE!
COOTBETCTBOBATL BpeMEHaM yIEep>KUBaHUS ITHKOB
Ha XpomarorpaMme pacTBopa CTaHAApTHBIX
o6paziioB ubynpodeHa U napaueramona (pasaen
«KonuuecTBeHHOE ONpee/IeHUE)

3 |Average tablets weight / 975.3 mg/975.3 mr 940.9 mg to 999.1 mg
Cpeanss Macca TabJ1eToK (970.0 mg £+ 3.0 %) /
Or 940,9 MI o 999,1 MI
(970,0 mr £ 3,0 %)
4 |Disintegration / 07 min 31 sec/ 07 mun 31 cek  |Not more than 30 min /
Pacnapaemocts He 60nee 30 MUH
Remarks : The Product conforms to ND/ Opinion : APPROVED
Ipumeuanue: [Ipoaykt cooTseTcTBYET TpeboBanusiM HJT 3akmouenue: ONOBPEHO /

Prepared by / Checked by /

IToarorosnexo: Pravesh Rana [MposepeHo: Santosh Kumar
1 Maurya
Reprint Date: Reprint Date:

Hara: 22.11.2024 Hara: 22.11.2024

Approved by: Manag,é r/Executiv
/Opo6peno: Menemxep /
PykoBoautens Abhiéhel; Chan han

\—

Reprint Date:
Hata: 22.11.2024

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500024, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com
CIN: L85195AP1984PLCO04507

www.drreddys.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 : 491 98166 56001-02
www.diteddys.com

CERTIFICATE OF ANALYSIS
CEPTUDUKAT AHAJIM3A

Page 3 of 10 / Cp. 3 u3 10

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

Iponyxr: M6ykaun®, TaGieTKH, HOKPHITbIE MIICHOYHOH 060J04K0i, 400 Mr + 325 Mr

Market / PeiHOK :Russia / Poccus

Batch No / . Batch Quantity / ~800000.0 tab /
Cepus No - V2402373 O6vem cepun " 800000.0 Tab
Analytical Report No/ - 040002728226 Date of Analysis / . 92.11.2024
AHajuTHYeCKHIT oTdeT Ne JaTa ananuza

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

JlaTa Hpou3BOACTBA T'onen no

Mfg. License No. / MA number: /

IIpounzBoacTBeHHast : MNB/05/263 ) : JIII-Ne(003654)-(PT-RU)

Homep PY
JuneH3us Ne

Analysis performed according ND: / Ananu3 nposeaes no HJI: JIII-Ne(003654)-(PI'-RU)-101123

S |Dissolution /

PacTrBopenne

98 % to 103%

101 % to 104%

Not less than 70% (Q) of Ci3HisO: (ibuprofen)
after 30 min /

He menee 70 % (Q) Ci3Hi302 (ubynpoden) uepes
30 MuH

Not less than 70% (Q) of CsHoNO; (paracetamol)
after 30 min /

He menee 70 % (Q) CsHoNO, (mapaueramon)
yepes 30 MuH

Remarks : The Product conforms to ND/
IMpumeuanne: Ipoaykr coorBeTcTBYeT TpebopaHusam HJT

Opinion : APPROVED
3axkmogenmne: OJOBPEHO

Prepared by / Checked by /
IloarorosneHo: Pravesh Rana

J

Maurya

[MposepeHo: Santosh Kumar

A

Approved by: ManagerfExecuti
/Onobpeno: Menekep|/ -
Pykoeoputens Abhishek Cl

Reprint Date:
Hara: 22.11.2024

Reprint Datc:
Jara: 22.11.2024

Reprint Date! .

Hata: 22.11.2024

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 23900, Fax: +91 40 49G0 2999, Email: mail@drreddys.com
CIN: L85195AP1984PLCO04507
www.drreddys.com




Dr.Reddy’s Q3¢

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

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

CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHAJIN3A

Page 4 of 10/ CTp. 4 u3 10

Product : Ibuclin, film-coated tablets, 400 mg + 325 mg
TpoaykT: MOykann®, TaGieTKH, NOKPLIThIE IIEHO4HOIT 060104K0ii, 400 mr + 325 mr

Market / PiHOK :Russia / Poccus

Batch No / . Batch Quantity / - 800000.0 tab /

Cepusa Ne $ V2402373 O6bem cepuu " 800000.0 Tab

Analytical Rep0ft No/ . 040002728226 Date of Analysis / . 92.11.2024

AHaJuTH4ecKHii oTyet Ne JlaTa aHa/JIM3a

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

JlaTa npou3BoAcTBa I'ogen a0

Mfg. License No. / MA number: /

ITpon3BoacTBeHHas : MNB/05/263 : : JIII-Ne(003654)-(PT-RU)
Homep PY

JuieH3us Ne

Analysis perfofn_led according ND: / Ananns nposenex no HJI: JIII-Ne(003654)-(PI'-RU)-101123

6 |Related substances / 0.0004% 4-aminophenol (paracetamol impurity) - not more
PoncrBeHHbIE IPHMeCH than 0.005% /
Method 1/ Meron 1 4-amuHodeHon (mpuMech MapaleTaMosa) He
6onee 0,005 %
Method 2 / Merop 2 0.030 Any individual impurity (of ibuprofen or
.03% paracetamol) - not more than 0.3% /
Jrobas emguHuuHas npuMeck (UOympodeHa uiu
naparneramodna) He bonee 0,3 %
0,085 Total impurities (Method 1+ Method 2) - not more
e than 0.7% / Cymma npumeceii (Meron 1 + Metog
2) He Gosee 0,7 %
7 |Water / Boaa 1.6 % Not more than 5.0% /
He 6onee 5,0 %

Remarks : The Product conforms to ND/
Ipumeyanue: [Ipoaykt coorBeTcTBYET TpeboBanuaM HJI

Opinion : APPROVED
3axmouyenne: OJOBPEHO

Prepared by / Checked by /
[ToarotoeneHo: Pravesh Rana
f Maurya

-

[Tpoeepeno: Santosh Kumar

Approved by: Manager/Executive
/Onobpeno: Menemxep /

PykoBoautens Abhis uhan

Reprint Date:
Jara: 22.11.2024

Reprint Date:
Hara: 22.11.2024

Reprint Date:
Hara: 22.11.2024

Registered Office: 8-2-337, Road No. 3, Banjaia Hills, Hyderabad - 500024, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4360 2999, Email: mail@drreddys.com
CIN: L85195AP1984PLCO04507

www.drreddys.com




Dr.Reddy’s ":'

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

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

CERTIFICATE OF ANALYSIS
CEPTU®UKAT AHAJIM3A

Page 50f 10/ CTp. 5 13 10

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

IMpoaykr: Uoykaun®, TaGieTKH, NOKPLIThIE NIIEHOYHOl 060/104K0i, 400 Mr + 325 Mr

Market/ PoiHoK :Russia / Poccusd
Batch No / . Batch Quantity / _ 800000.0 tab /
Cepus No e O0beM cepuu " 800000.0 Tab
Analytical RepO}‘t No/ - 040002728226 Date of Analysis / - 99.11.2024
AHanuTHYEeCKHIT oT4yeT No Jara anainza
Date of Manufacture / - 10/2024 Date of Expiry / - 09/2029

| laTa mpou3BoacTBA I'onen o
Mfg. License No. / MA number: /

Ipon3BoacTeennas : MNB/05/263
JIHIeH3usa N

Homep PY : JITI-Ne(003654)-(PI'-RU)

Analysis performed according ND: / Ananu3 nposenen no H/L: JITI-No(003654)-(PT-RU)-101123

8 |Uniformity of dosage

units /
OJHOPOAHOCTD Acceptance value (AV) should be not more than
JIO3UPOBAaHUS 1.5 15.0 / Tlokazarenb npremaeMocTH (AV) nomKeH
- ibuprofen / ubynpoden 65ITh He bonee 15,0

Acceptance value (AV) should be not more than
- paracetamol / 1.5 15.0 /ITokasaTens npuemneMocTd (AV) fojoken
napaneTamon 6b1Th He Oonee 15,0

Remarks : The Product conforms to ND/ Opinion : APPROVED
I pumeuanue: [ponykr coorsercTyeT TpeGoBanusm HI 3aximouenne: OIOBPEHO
Prepared by / : Checked by / Approved by: Managet/Executjve
[MoarorosaeHo: Pravesh Rana [Tposepeno: Santosh Kumar /Ono6peno: Menemkep / H

; Maurya PykoBoauTens Abhj; _ek/Qh uhan
Reprint Date: Reprint Date: Reprint Date:
Hara: 22.11.2024 Jlara: 22.11.2024 Jlata: 22.11.2024

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +51 40 4900 2999, Email: mail@drreddys.com
CIN: 1.85195AP1984PLCO04507
www.drreddys.com




Dr.Reddy’s €3¢

Dr. Reddy's Laboratories [td.
Formulaticn Unit-6

Vill. Khol, Naiagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDIA

Tel : +91 98166 56001-02
www.diteddys.com

CERTIFICATE OF ANALYSIS
CEPTUDUKAT AHAJIN3A

Page 6 of 10/ CTp. 6 3 10

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

Tponykr: H6yxaun®, TabaeTkH, NOKPBITHIE ILIEHOYHOIH 060J10uKoii, 400 Mr + 325 Mr
| 11poay ’

Market / PbiHoOK :Russia / Poccust

Batch No / . Batch Quantity / _ 800000.0 tab/

Cepus Ne A O6beM cepun " 800000.0 Tab

Analytical RepOj‘t No/ . 040002728226 Date of Analysis / - 92 11.2024

AnaJuTauecKHuii ordyer No JlaTa aHa;m3a

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

JlaTa nmpou3BOACTBA Tonen o

Mfg. License No. / MA number: /

IMpouzBoacTBeHHast : MNB/05/263 ) : JITI-Ne(003654)-(PI'-RU)
Homep PY

Juuen3usa Ne

Analysis performeﬁ according ND: / AHa/n3 npoBe/eH 1o i—I,Z[: JITI-Ne(003654)-(PT-RU)-101123

9 |Microbiological purity* /
Muxpobuoaornyeckas
yucrora*

a) Total aerobic microbial
count / Obuiee uncno
a3pOOHLIX
MHKPOOpPraHU3MOB

NA

b) Total combined yeasts NA
and mould count / Ob1uee
YUCNO IPOMOKEBBIX U
IIeCHEBBIX TpHOOB

¢) E. coli NA

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

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

Shall
1r

be absent in lg / OrcyrcTtBHE B

Remarks : The Product conforms to ND/
IIpumeuanue: [Ipoaykrt cooTBeTcTBYeT TpeboBanusaM HJI

Opinion : APPROVED
3axmouenne: OJTOBPEHO

Prepared by / Checked by /
[MToarorosneHo: Pravesh Rana
Maurya

[TposepeHo: Santosh Kumar

Zi

Approved by: Managgr/Execytive
/Onobpeno: Menemxep /
PykoBoautens AbHishek-Chawhan

]

Reprint Date:
Jlata: 22.11.2024

Reprint Date:
Hara: 22.11.2024

Reprint Date:
Hara: 22.11.2024

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500024, Telangana, India

Tel: +91 40 4900 2900, Fax: +91 40 4960 2999, Email: mail@drreddys.com
CIN: L85195AP1984PLCO04507
www.drreddys.com



Dr.Reddy’s “:‘

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

Vill. Khol, Nalagarh Road, Baddj,
Distt. Solan, H.P., 173 205, IND{A
Tel : 491 98166 56001-02
www.drreddys.com

CERTIFICATE OF ANALYSIS
CEPTUOUKAT AHAJIM3A

Page 7 of 10/ Cp. 7 u3 10

[Product : Ibuclin, film-coated tablets, 400 mg + 325 mg
IpoaykT: M6yknun®, TablieTKH, NOKPBIThIE MIeHO4HOk 060104K0ii, 400 Mr + 325 Mr

Market / PoiHOK

:Russia / Poccus

Batch No / . Batch Quantity / ~800000.0 tab /
Cepus Ne R0 Obbem cepun " 800000.0 Tab
Analytical Report No/ - 040002728226 Date of Analysis / . 92.11.2024
AHajguTH4YecKHil oTdeT Ne JlaTa ananu3a
Date of Manufacture / - 10/2024 Date of Expiry / . 09/2029
 JlaTra mpoH3BOACTBA T'open o
Mfg. License No. / MA number: /
ITIpousBoacTBeHHAs : MNB/05/263 ) : JIII-Ne(003654)-(PI'-RU)
Homep PY
JuneH3us Ne

Analysis performed according ND

: / Anasms nposegen no HJI: JITI-Ne(003654)-(PT-RU)-101123

onpeaesienue

10 |Assay / KosmmyecTBeHHOE

397.6 mg/397.6 Mmr

328.81 mg/328.81 mMr

360.0 to 440.0 mg of CsHisO: (ibuprofen) per
tablet /

Ot 360,0 Mr 10 440,0 mr C13H 302 (ubynpoden) B
TabeTKe

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

Ot 292,5 mr 1o 357,5 mr CsHoNO; (mapaueramon)
B TabJyieTke

11 | Package / YnakoBka

10 tablets in PVC/Al blister. 1
blister and a patient information
leaflet in a carton. / ITo 10 Tabnetox
B [IBX/Al Gaucrtep. [To 1 Onuctepy
B MAYKy KapTOHHYKO BMECTE C
WHCTPYKIMEH IO IPUMEHEHHUIO.

10 tablets in PVC/Al blister. 1, 2 or 20 blisters and
a patient information leaflet in a carton. / ITo 10
tabnerok B IIBX/Al 6nuctep. Ilo 1, 2 umm 20
OnMCTEPOB B TMadKy KapTOHHYKD BMECTE C
HHCTPYKLHKEH 110 IPUMEHEHHIO.

12 | Labcling / Maprupobka

According to ND. / D coorsercerniu ¢ I1]1

13 | Storage conditions /

At temperature not more than 25 °C. /

Xpasenue I1pu Temneparype He Bbliue 25 °C.
14 | Shelf life / Cpok 5 years /5 ner
TOIHOCTH

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

Remarks : The Product conforms to ND/
ITpumeuanue: [TpoaykT cooTseTcTBYET TpeboBanusaM HJL

Opinion : APPROVED
3akmouenune: OJOBPEHO

Prepared by /

IMoarotoeneno: Pravesh Rana
. [ Maurya

Checked by /

[Npoeepeno: Santosh Kumar

B

Approved by: Manag [/Execut ve
/OnobpeHo: Menemkgp /|
PykoBoautens Abhishek Chauhan

Rcprint Datc:
Hara: 22.11.2024

Reprint Date:
Jara: 22.11.2024

Reprint Date:
Hata: 22.11.2024

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com
CIN: L85195AP1984PLCO04507

www.drreddys.com




Dr.Reddy’s ":‘.

CERTIFICATE OF ANALYSIS
CEPTUO®HUKAT AHAJIM3A

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

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

Page 8 of 10/ Ctp. 8 u3 10

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

Hpoayxr: N6ykaun®, TabeTKH, NOKPHITbIE MIEHO4HOH 060104K0#, 400 Mr + 325 Mr

Market / PoIHOK :Russia / Poccus
Batch No / . Batch Quantity / ~800000.0 tab/
Cepust Ne V2402300 O6bem cepun " 800000.0 Tab
Analytical Repourt No/ - 040002728226 Date of Analysis / . 9911.2024
AHaTHTHYECKHIi 0T4eT Ne JlaTa anaau3a
Date of Manufacture / . 10/2024 Date of Expiry / - 09/2029
JlaTa mpou3BoacTBA T'onen ao
Mfg. License No. / MA number: /
IIpousBoacTBeHHAas : MNB/05/263 ) . JITI-Ne(003654)-(PI'-RU)
Homep PY
_unensns Ne

Analysis performed according ND: / Anaau3s npoeeaen no HJI: JIIT-Ne(003654)-(PT-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.
ITpumeuanne: CChUIKM B HOPMATHBHOM JJOKYMEHTaLMH MpuBeacHsl Ha I'D PO XIV.

* TIpoBOJMTCSA IPOU3BOAMTENEM NIPU BBIUTYCKE NEPHOANYECKH: s Kaaoh 20-0i cepun uim He MeHee 1 pasa B
roj. ITokazaTenb MoXeT ObITh HE BKIIFOUEH B cepTUdHUKAT aHanu3a GUPMBI.

API name / HaumenoBanue ADC: Ibuprofen / U6ynpoden Paracetamol / ITapaueramon
INN / MHH: Ibuprofen / U6ynpoden Paracetamol / [Tapanieramon
API manufacturer batch number / PIBM240157 4286/24-25
Homep cepun nponssoautesa ADC:
FP Manufacturer API Batch number /
Homep cepun cyGcTaHIHH POH3BOAHTENS FERA00524 FERA00440
I'JItD:

Solara Active Pharma Sciences Sri Krishna Pharmaceuticals
API Manufactured by & country / Limited, India / Conapa 2xTuB Limited, India / lllpu Kpuinna
Ipouzsoaurens APC, crpaHa: ®apma Caiiencus Jlumuren, ®apmacerotukanc Jlumuren,

Nunus Unnus

Remarks : The Product conforms to ND/
Ipumeuanue: [Ipoaykr cooTBeTcTBYET Tpebopanusm HJI

Opinion : APPROVED
Zaxmovyenue: OXOBPEHO

Prepared by / Checked by /
[ToarorosneHo: Pravesh Rana
f

4

&

Maurya

( -

[Tposepeno: Santosh Kumar

Approved by: Manager/ xecutiv]
/Ono6peHo: Meneukep)
PykoBoautens Abhish

k Cha

1

Reprint Date:
Hara: 22.11.2024

Reprint Date:
Hara: 22.11.2024

Keprint Date!
Hara: 22.11.2024

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com
CIN: L85195AP1984P1LCO04507
www.drreddys.com




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

Qe
Dr_ Reddy’s ".. Vill. Khol, Nalagarh Road, Baddi,
e Distt. Solan, H.P., 173 205, INDJA
Tel : +91 98166 56001-02
www.drreddys.com

CERTIFICATE OF ANALYSIS
CEPTHOUKAT AHAJIN3A

Page 9 of 10 / CTp. 9 13 10

Product : Ibuclin, film-coated tablets, 400 mg + 325 mg
Hponyxr: M6yknun®, Ta6JeTKH, NOKPBITHIE NIEHOYHOI 0605101KO#, 400 Mr + 325 Mr
Market / PbiHOK :Russia / Poccus
Batch No/ . Batch Quantity / . 800000.0 tab /
Cepus No E V2402373 O0bem cepun " 800000.0 Tab
Analytical Report No/ - 040002728226 Date of Analysis / - 92.11.2024
AHaIMTHYeCKHi oT4er Ne Jara anannsa
Date of Manufacture / . 10/2024 Date of Expiry / - 09/2029
JaTa npouspoiacTsa T'onen no
Mfg. License No. / MA number: /
IpouzBoacTBeHHast : MNB/05/263 ) ¢ JITI-Ne(003654)-(PI'-RU)
Homep PY
Jnuen3ust Ne
Analysis performed according ND: / Anann3 npoBefen no HJI: JIII-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) /

HanMenoBaHue, agpec, JHICH3HS 1 I-p Penpu’c Jlaboparopuc Jita., Uuaus, [IpoussoacTBeHHOE

IpoussoacreenHas miomaaka / Ilnomanka nozapasaenenue-6, Bumn. Kxons, Hanarapx Poyn, bagnu, Jluctpukr
| KOHTpoJIA KadecTsa / Ilnomanka Beimycka Conan, X.I1., 173205, Unaus (muuensus Homep 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».

3akiouenue o coorBeTcTBHH: «HacToAlmM s MOATBEpPXKAAIO0, YTO MPUBEIEHHAs BhlE HHGOPMALUS SABISETCS
JIOCTOBEPHOM M TOYHOM. DTa cepus NPOAYKIMU MpPOU3BEAEHA (BKIOYas YNAaKOBKY (MapKMpOBKY) W KOHTPOIb
KAuecTBa) Ha BhIUIEyKAa3aHHON MPOW3BOACTBCHHOW IUIowaAke (MUIOLIAAKaX) B IIOJIHOM COOTBETCTBHM C
TpeGoBandsamu [Ipapun Hamiexalneil IpoUu3BOICTBEHHOM MpakTHkH EBpasuiickoro sxoHomudeckoro corosa (Ne
GMP/EAEU/RU/00554-2022 ot 02 centsdps 2022) 1 TpeGOBaHUAMHU KOHTPOJIS KaYeCTBA JICKAPCTBEHHBIX CPEICTB,

Remarks : The Product conforms to ND/ Opinion : APPROVED
Ipumeuanue: [Ipoayxr cootseTcTByeT TpeGoBanmusiM HJI 3axmouenne: OJOBEEHO |
Prepared by / Checked by / Approved by: Manag,
[Moarororneno: Pravesh Rgna [TposepeHo: Santosh Kumar /OpmobpeHo: MeHenf)" ep/
Maurya \ Pykopoautens Abhishek Chauhan
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Registered Office: 8-2-337, Road No. 3, Banjaia Hills, Hyderabad - 5000234, Telangana, India
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Dr.Reddy’s ":‘

Dr. Reddy's Laboratories [td.
Formulation Unit-6

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

CERTIFICATE OF ANALYSIS
CEPTUOUKAT AHAJIN3A
Page 10 of 10 / CTp. 10 u3 10
Product : Ibuclin, film-coated tablets, 400 mg + 325 mg
Ipoaykr: M6ykann®, TabIeTKH, IOKPHITHIE IIEHOYHO 060.104K0iH, 400 Mr + 325 Mr
Market / PoiHok :Russia / Poccus
Batch No / . Batch Quantity / ~ 800000.0 tab /
Cepus Ne § V2402373 O0bem cepuu " 800000.0 Tab
Analytical Repo;t No/ - 040002728226 Date of Analysis / - 99.11.2024
AHaauTH4ecKHH oTdeT Ne Jata ana;insza
Date of Manufacture / - 10/2024 Date of Expiry / - 09/2029
JlaTa npou3BoacTBa T'ogen oo
Mfg. License No. / MA number: /
IpouzBoacTBeHHas : MNB/05/263 : : JITII-Ne(003654)-(PI'-RU)
Homep PY
Juuensus Ne |
Analysis performed according ND: / Anasnu3 nposegen no HJI: JIII-Ne(003654)-(PI'-RU)-101123

a TaKKe B COOTBETCTBHUH CO CI'[CLII/I(bHKaHI/IﬂMPI, coJcpXallMMHUCA B pErucTpallmOHHOM AOChE CTPaHbI-UMIIOPTCpA.
3armcu 1o IIPOMU3BOJACTBY, YTAKOBKE U aHAJIN3y NPOBEPEHE], H YCTAHOBJICHO UX COOTBECTCTBHC Tpe60BaHI/IﬂM HpaBnn
HaaJiexalien HpOH3BOHCTBCHHOI>'I NPaKTHKH EBpa3m7101<oro 3KOHOMHUYCCKOI'O COrO3a».

Remarks : The Product conforms to ND/
IMpumeuanune: [Tponykt cooTBeTcTBYET TpeboBanusM H/I

Opinion : APPROVED
3axmouenne: OJOBPEHO |

Prepared by / Checked by /
IToarorosneHo: Pravesh Rana
Maurya

ITpoepeno: Santosh Kumar

Approved by: Managei{Executiye
/On06peHo: Mel-iemmi /
PykoBoautens Abhitk Chaythan

Reprint Date:
Hata: 22.11.2024
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